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Abstract: Clinical research reports serve as the presentation of scientific research findings and directly reflect the quality of the research. This
article describes the writing of different types of clinical research reports, such as observational studies and randomized controlled trial studies,
with a particular focus on randomized controlled trials. Each scientific research design has its reporting focus, and the writing of scientific
research papers has uniform requirements and a specific writing format. Mastering the proper format of drafting research reports is of practical
value and significant importance for conduction high-quality clinical research.
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(committee on publication ethics, COPE )44 [E B 4] {4
7T CEWBE TR 5 —20K) R A2 RIELT,
T BT B SR R AT o WL 5E M BF 5T 4
(strengthening the reporting of observational studies in
epidemiology, STROBE)™ . %445 A T iAW ~1)
3P0 FZAFEBT NS TS o (510 REBIF T A W
WP Pl RS A S U S — BT = WIS A el R
SO0 S O R T e R T Vi D T TS VSR
fiti, STROBE 7 W Al iy L 41 it WL P IF 7 B At 52
HEIFFR R RIS RE AL RT ] THIWOE & ADE 45 R AR
GEiPMh® . SRS STROBE 7 WG 1A W4 M
G BT A ER R A TR AR RO BT T
FERYHR AR , DA fofT P RS TR Bl T e Wi
PERFFE A HLIE (reporting of studies conducted using
observational routinely collected health data, RECORD)

YE24 STROBE BRI RN Iz i, B 7EdE—0 AL
MR 0 i . BE ML B 5 (randomized
controlled trial, RCT)VE A & FHAp 25 W) sl 7 197 3%
FIAS RSN b, 75 22 i o R R R
Ao S EWIME . Ol Al 5 R ICMIE T 1996
R E T 1 RCT #i 45 4 — #r #E (consolidated
standards of reporting trials, CONSORT) , £ Z R &1T
IR 2010 L CONSORT 7 B & A itk O U iR
s Bk H 4w s

STROBE 75 Bty 22 30 5% H 20 A, Horh 18 105 H o
WSS T AL L 55 4 30 5% H BT X R oY 28 B0
HAHE, 2010 i CONSORT A BAL % 74843 25 T
2B TR IR T RCT IR R 5E 25 R 15 i 75 2238 A
myfe R L, o 18 Wi 4% H 5SS A, R
ZBICHRCT b2 (£ 1),

R1 AR BT B 2L S A AL

Table 1 Common specifications for different research design types

WEHEWFFE IS STROBE

RCTHFFEFLIE CONSORT

bRl S s () FERRRE PR AR G A RO AL 5 (b) 522wl
Title and RBFFEH BEESCJrik AR e
abstract (a) Indicate the study’s design with a commonly used term in the

title or the abstract. (b) The purpose, significance, methods,

results and conclusions of the research are described
comprehensively in the abstract
A7 7 Introduction

A 2 BRI A5 ik [ A AT 5 B

GBS

Background being reported

H bz P BR84S AR TS S ) A1 5L

Objectives  State specific objectives, including any prespecified hypotheses
J77 Methods

Wt AERRSE R SR, T A BN A R B

Study design Present key elements of study design early in the paper

Yt Setting Tl IREURUTHE AHUAE | b s I i 10 el

Describe the setting, locations, and relevant dates

Wi MREIRH W SRR

Participants

WAt . WSS B EE 2 UM R S SRR R O 0
THEGE TR

Variables/  Clearly define all outcomes, exposures, predictors, potential

Interventions confounders, and effect modifiers

HEAR
Study size

FHIRREA AT

Explain how the study size was arrived at

Geit eIk (a) $ORETA N BIRGETT4 0515 (b) fRRREUE A 1 LA Bk

Statistical ~— SRAHMIAEFE; (o) R BURMES B
methods

were addressed. (c¢) Descriptive sensitivity analyses

(a) SCEFEZEREIRAA RCT; (b) 4544 04 28, (g e i1
2 B LAY

(a) Identification as a RCT in the title. (b) Structured summary of
trial design, methods, results, and conclusions

R BRI KT o

Explain the scientific background and rationale for the investigation Scientific background and explanation of rationale

B B H A

Specific objectives or hypotheses

(a) FliR S BT, (A5 ZAXE P BCA S AL L) 5 (b) 5 TH iR
JE R G 5 v A ) T SO, U R

(a) Description of trial design, including allocation ratio. (b) Essential
changes to methods after trial commencement, with reasons

Ve 1 55 T AL

Settings and locations where the data were collected

FRZAKFE A HEBR AR E

Give the criterias, sources and methods of selection of participants  Description of inclusion and exclusion criteria for participants

(a) TEANRRAS LT B E A 01 6l A RERE TS 5 (b) SE 8 L]
PRSEBEE B9 E R RRREELE R85 ; (o) IR IT IR 5 X 45 R R 2
A AR

(a) The interventions for each group with sufficient details to allow
replication. (b) Completely defined pre-specified primary and
secondary outcome measures. (c¢) Any changes to trial outcomes after
the trial commenced, with reasons

BEAEAC L, SR AP I 0 b7 A 1k R

Determined sample size, explanation of any interim analyses and
stopping guidelines

(a) HIT HAS  E R A SRR bR g2 0k (b) BiH
SIHTI 5Tk T A4 43 RS GE 43 #

(a) Describe all statistical methods. (b) Explain how missing data (a) Statistical methods used to compare groups for primary and

secondary outcomes. (h) Methods for additional analyses, such as
subgroup analyses and adjusted analyses
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&1 (%) Tablel (continued)

WELEAF ST L STROBE

RCTHWFFERLE CONSORT

25 Results

M52 5% () GG BEAIREDEEE, WAL DN R ZE R : (a) BEPLIRC A 20 5218 Bl 52 T BCiR T
Participants A, 5¢ AV A KL RS IR BEVT BURA MR SR AEOR BB B WA FEZEE5 R BT 1555 (b) BERLT IS , 45 50

HAN IR BEVT A B 5 (b) 3R 4% B Bl HR 5T J5L A 5
(c) Z B AR

(a)Report numbers of individuals at each stage of study—eg

numbers potentially eligible, examined for eligibility, confirmed

eligible, included in the study, completing follow—up, and
analysed. (b) Give reasons for non—participation at each stage.

(¢)Consider use of a flow diagram

Rt BRI

TASEZIAA : (a) FRFEWT BT 1R A B B F 4005 (b) 3 o B
{5 1R AR

FELRGORL 51 A4 A2 A A FE LK

NG ULk SRV N =L i Banw cp s IS e s e 2 U i
el

Participant flow: (a) For each group, the numbers of participants who
were randomly assigned, received intended treatment, and were
analysed for the primary outcome. (b) For each group, losses and
exclusions after randomization, together with reasons

Recruitment: (a) Dates defining the periods of recruitment and
follow—up. (b) Why the trial ended or was stopped

Baseline data: A table showing baseline demographic and clinical
characteristics for each group

Numbers analysed : For each group, number of participants
(denominator) included in each analysis and whether the analysis was

by original assigned groups

FEAR (a) WEREFREMGIHE IR R R 5 AGTHE IR (a) 220800 L2 RRR 45 RR br 45 OV Al HE A RS
Main results % , Bl BH {4 (R 2% PR R AR R 5 (b) e S AR AR 0 288 5 (b) X1 A3 245 Ry , 28010 -2 A ol 200 o 1 48 X 2 B
i ARG A 5 (¢) % B — B A B LA Rl PR AR YT (a) For each primary and secondary outcome, results for each group,

DR B A B A Ay 4 X XL

and the estimated effect size and its precision. (b) For binary

(a) Give unadjusted estimates, confounder—adjusted estimates and outcomes, presentation of both absolute and relative effect sizes is

their precision make clear which confounders were adjusted for and recommended

why they were included. (b) Report category boundaries when
continuous variables were categorized. (c) consider translating
estimates of relative risk into absolute risk for a meaningful time

period
HAb g5 ALY, WL 5T S HAEH PR HEAL S BT FR 5 28 , A4 S0 2H 4347 A 1E 3
Other Report other analyses: eg. analyses of subgroups and interactions,  Results of any other analyses performed, including subgroup analyses
analyses and sensitivity analyses and adjusted analyses

118 Discussion

SRR

. i i) 2 5
UEH , X 48 SR AT AT | 4 T 4 R e
Key results .. N X X .
] Give a cautious overall interpretation of results considering
anc L. . .
. . objectives, limitations, multiplicity of analyses, results from
nterpretation o . .
similar studies, and other relevant evidence

Jr PR TR R BRYE LA K AT REAF7E Y i A

Limitations  Discuss limitations and possible bias

HMErE THBAMENE:
Generalizability Discuss the generalizability

HAlhfF B Other information
PEAORUE RARABIS AT B R IR
Funding Give the source of funding and the role of the funders for the
present study
EIUN G
L EITTIEIR
ot
Availability
of protocol
and raw data

AT AR R ERYE 2R OT I AR R SE R 55 45 ARG R f) A e, AU SR 4 SR AR B, O HL25 A AR %

UEHH
Interpretation consistent with results, balancing benefits and harms,

and considering other relevant evidence

T IE I Y R KR S TR O ey LA B IR 2 R A3 A 4 2R R I R
Trial limitations, addressing potential bias, imprecision, and
multiplicity of analyses

IR Z R R AT RETE

Generalizability of the trial findings

B B AHCAL SRR R, B B 2 ik 4

Sources of funding and other support (such as supply of drugs) , role
of funders

(a) fE S PRI AR I HH S RIS 24 55 5 (b) 145 24
CRUEERET S CYIES

(a) Registration number and name of trial registry. (b) Where the full
trial protocol can be accessed

(3] —: AR %

[Note] —: No relevant content.
2 BEUREATHRE

FERT R B i R rp U 98 BT I 28 AR
KEEFEHR T H )RR SRR ARTE R IR
FER T B TR X TR A KRBT 5
W5 50 Bt ISR AT A S AT LU B
PRERBOEAME R . A I SR 2R e 2

TP LA 3C, PRI, TEAR 3 I A0 20 T30 1Y 5
BARREE, SN T A 20 7 5 E AR SR
OGBS AN R B B R R R E T RoR
(FF2)", HR WA RS RZAT & STROBE it
ZH.

RAIBTITIE ST 45 7 [R]— IS TR AL A R A A

- http://www.sjpm.org.cn/ -




- 944 - Shanghai Journal of Preventive Medicine Vol. 35 No. 9 September 2023

R2 WEMEHIFR B TR R 6]

Table 2 Examples of written titles and abstracts of observational studies

Bl STROBE #fi 5 % H Rl
Theme Items in the STROBE Example
PR FERAE R ARTERGR AT R st 1995—2005 47 P22 30095 Yo R I FNAR S0 T IR 47 Y LA

Title Indicate the study’s design with a commonly used term Survival of persons with and without HIV infection in Denmark , 1995-2005

A R T I B A AR A R AL T AR . B 550
R L, i 0 o R IR 2 1 A I TR R R R IR SE T . ek T T
DIAEWS A Bt 18] R Kaplan—Meier 4E fiv 3, AAh 1125 SR AEER . ABE: & E 7T
(a) 28R D AR DR R F B9 R Trik R 2S00 7 BAS IR 5 B0 A 1 B ATt 531 |t 2 DI T -5 0 1 3 AR
4518 (b) TR AT AN TS, JF BV AR Bt A7 TURHC . 4558 A 25 %38, S 2 e & I PP LA TG 3 19.9 %
SCEE A B (o) BT IR RIS (95%CI:18.5~21.3) it ARE P RLAFTT %A 51.1 4 (95%C1:50.9~51.5) 4514 : /£
B ATES 5 E B SRR LS ARSI EYE B BRAHUIN e SO REIR T 0], B2 W SOk T R ) AR R R A
R 2 DA AR I 35 4F
W (a) The purpose, significance, methods, results and Background: The expected survival of HIV—infected patients is of major public health
W conclusions of the research are described comprehensively interest. Objective: To estimate survival time and age—specific mortality rates of an

Abstract in the abstract. (b) Abstracts should summarize key HIV-infected population compared with that of the general population. Measurements :
details of studies and should only present information that The authors computed Kaplan — Meier life tables with age as the time scale to estimate
is provided in the article. (¢) We advise presenting key ~ survival from age 25 years. Patients: Each member of the nationwide Danish HIV
results in a numerical form that includes numbers of Cohort Study was matched with the general population according to gender, date of
birth, and municipality of residence. Results: From age 25 years, the median survival
was 19.9 years (95% CI, 18.5 to 21.3) among patients with HIV infection and 51.1

years (95%CI, 50.9 to 51.5) among the general population

participants, estimates of associations and appropriate
measures of variability and uncertainty

Conclusions: The estimated median survival is more than 35 years for a young person
diagnosed with HIV infection in the late highly active antiretroviral therapy

(58 525 )R R T T AR SR PR 2R L S
PR AT RERE " BEWT AT ST A B T2 <y A ]
FIRIIE Z A 30 W AR AR I AR SR s 1 O e 707
e, e, AE 52 [ 54 BE R 3R K A R 4F (national
health and nutrition examination survey, NHANES) 1%
T B 22 BU LR e 55 4 BB, S —Br
BOR e B et B, B ek N E LA 5l
F£ (sampling with probability proportional to size, PPS)
TE I8 FEE R LA S A X, X R N H R 2 i b
DAHES T N A8 i L DX BE 25 5 plcide v 5 2 — BB 1
T A4l DR PPS (8 77 54l A 1A 20 57 1 3k i
D3 35 = BB, A1 A S T A X P A e BT
FEAS SR DU B, N JEAETE G E (E P i BiTAT AR 2% B
BREAMAS IG5 A M P il 2 44
Z 5% . TEEZnahE I B A gl b it
ANEE TR, T B A R DI E SR

o 511 %5F BRI 2 X B AT AH O (Bl HABL 25 Ry 72
) B AFITCAHICER 5 18 % R A T WS A T
TRETTE o Gl OB R S AR B i A 2
RIS BRI 22 5 BP9 P BEAE R TR 3R 5 58
MITSTESRR™ . RN BRI S I 7 B B )
Xof BEONHE A e LA B 9 A5 DR T, H 2 % HR )
P IZIRIXT BRBF TR OCHE™ . LA R 1) 2 BB 5T
A Fl——Doll Fl Hill 75 19 T4 50 4 A QAR A 5 TR
i A [ BRI S < 8 S R B2 B2 W e, AR
P ZESEAEAC F 20 ZREE e P e £ 1 Iilaafis i,
(), WA E A T 4% 1P it s . Hak %

TR ZH PR3 R 75 2T 1T He: , Doll A1 HEL 34 T e b i
N7 e (SR N v % vive e M P B HE S P h
SEEAE AT B Ry T W D 91 5 0 BR 22 TR 53 A1 8 AH AL
YRGS RA T 101 LUIECRT o5 5112555 %) RE AR A AR |
PESI R AU AL EEAARL . R X T
BN EOGER AR R g TBIRRIR R TEANE B A
MR AR R R AE TR, Sl A TR A4
W R SO R AR AR OC IR 2R, Ry 1 B Lk g
e o 5o BER R IR A vk
AT R st T BA S ) SO — R A
[FRFTERY N 3 SR AR Y T ok L RO Rl
JE TR TP MR S R A e A B AR
HoAthZE Ry BRI 2R AT 5 46 0 B iR 7 bk o
TR IR DA [F] 0 R AT, LU [ 20 1) =2 [) 235 Jg 1) 22
SR ERR S R ER A R AE B AT g — S X A
AT DATE G M 7 22 B 0 T 25 R Ve o X BRI 1E
FEEEA AR ShXT IR ZEO IR SN DX R R
H STROBE HEN , BAS AIF 5 e i1 e [l <3 A i) 22
Hh BTN S 58 ORI BE T R e b
PRIR VT, 45 LT 22 ) 3R Bl U7 I 18] LS B 1] A8 4k i
AR ZE R DABANSIME R i 28 M——3 7 B0
WA 5T (Framingham heart study, FHS) A1, 5§ 75 BHI
ONEBFFEAG T 1948 4F 4855 TAEAE IR B IDUR A O
MAEBIRI 30~59 2 AN A 5209 AAIE,
AR BAFN AT 1 URTHDN TR R DT , BE T N 28454
1Y BT RS s, IR HEAT DL I8 Sy E AR A
A I RAS A 5 45 a5 5 T8, FHS YR 1T 2 /0
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ISP F T AL FE LR P A= MR IR A
R FRA SR

WLEEERTE (4 i ) L 7 B A T PR AT o, B
—LETTRE A AT TE D e LA S AT PR R i D
FAw AT, BN PERT SR EIR A R 17 ik
BR A 73)= DERC 2T el A A o 98 B i fay ]
AGE D KA i 2 Wb I A8 TR R e A2
W R RSP RSB R AT o R AT T L i
TR E AR SR Z R IR AR D7 Ok >

3 BERCTIRE

RCT J& Bl PRI T iU, 521 B pL
fic 2 g0 2 A R, 45 T 2 DR R A9 T Tt it , A
TEAGIG RTS8 RCT IR A TG F AR 24 h i Bk
PEVE R BRI 2. CONSORT A 8, 7E RCT
il R E AR T AR A S TR 1 BAR T L L
WO IS AT A . — RS RCT i)
T ZEEA RIS BT A CPAT 3 A8 LT T
PRI ) , D s iy bese s 0 (st AR 25k
SRR o AR PICO JEI A OCAZ i i IN A e
BRI MGAZ I A HEBRFRUEFEZE =0, L
S o St 37 B2 s b s 2 ol s TR R
(A5 I AL G T e FH 250 ) 44 FR R i DL R 2R 24 7%
WIRAE s 5 IR R bR 0 R T B S A R PR B
Jayo AR vk AL B R AR T
T AR A

TEIG RBIFZE  , BEAIL AL AT 15 2 kit o i 75 16 5122
BN, RCT RS, BEALZ 2K A [ —A4~ Bk
BB A FE ML L 22 2 40N, A3 B T B 1k i T 323k
B FIEL A SR 2 R R S BB R T . H
UL BEHLAL 75 AL FE B R REAILE 2 2 BELAL | X ZH B
HLAL EREREHLACAE . SR FHBEDLAL AT DL BR A58
H PR £y 5 9 H , BEAL LIS , 45 A e mT LR T
T 22 ] A8 20 22 0 A R A R 1R 2 5 A, B AIL 53T
WA BT Ia S H S

RCT i i 2 09 V2 0UE |, BIF9E & F i
PIAS I s 2 a6 2 o0 B L, ACAIF S 1 A DA
EZE A, T 52 5580 TAEA
AT R B e A5 285 5 A0 BT N B AT G B D e 3 2 by
e, BIFTE & DL 2R A 25 FEMFIE T AR 3l s ok
WRAEMNE IR E™, HIEE RCT BIEAR TN Z
— AHIEARE T AR E . 22 2E
FEASPRAE () PR, SR TC Il S ok e, i an

T T AR T 5 2R R BUR R IRT RIAK
o TEXFMFOLT , AT AEAT IR RCT, BIAIF SRR
FIRIF S 5 45 S 1 6 2 RO R 1 43 AR O, K
AT

3 T BBy 28 2 RCT (M EE A5, 20 T BB & 5
HIERIA . M ECBREs S oE A SO EIE T — M
FEXRGA TGO . X, R TR AL 720
AR WIATTHAS 5 AR TR Z )5,
WFFE SN B AE o AL 2 fhi ) TR fE R AR
W IXAE S NN A SRR A o3 C BROBOR S
Dl , ST BE RS A 1 B e ey, T B T
77 11 B B SR A0 25 2 BT ST A B B )
far™ o BEALAL 5 H B MRS T 24 E CONSORT X}
BEARH (£3).

MR CONSORT 74 B, B 1 4 158 W AE AR £t A A B
Jrik TS AR B SASFIPASS . HHEEREAR
W HIT R REET 4N SR T30 SRR X
AP BRI R A SRR 22 ) FITTUITG PSR . K
PRI IIFE IR R | 2R IR AN 5% s #5048 B 1K
H80%. JaMiFE SRR 2R LA R 25 SRR 1k
PEEHEAR G AT N IRA R — ORI e WL 3] 1
SEREC R RIS RIS & L M B IGY 7 RCRE
A HA I AR R SCRCR ™

201645, [E X TAE ML & B2 (8
LA AT AR B A Ik ) , i — AL g
4T BRI B AR A B A . TR RIS
F P2 I BT T LR IS R AR P B 2 e
P A A F G RS RIS E N5 24
F5 v B it PR 38 58 73 A+ o0 (hittp://www. chictr. org. en/
index.aspx) , 35 5] [5] 5 B~ ] A5 0 114 I PR a3 3 7 v
> Chttps://clinicaltrials. gov) 1 [ Br A5 #E RCT 73 M
(http://www.isrctn.org/) ™ . RCT —JE A N K32l &
HEATBIRGS , TCi AT REA AR AR , sl i 2 1Y
ST AROZ AR AR R R 25— 2 S ol e —Ff
HA FIET R T , RCT B —Fh SR s i if
70T 55 51— P RNRYT O AT LB & TR B
A8 R0 BRAR P2 R P I AN AR

TELS R (1 fif B8 3, CONSORT i 4 18 JH I A2 4]
(K1) S RS2 1808 2 5l ry e e, 5B
SCFRURA G, iR A B T3 B0 B
FEAT B AT B A, ¥ AR 1) T A2 LT LA P 1
M
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Table 3 The key items to be reported for RCT
F/ Theme CONSORT #4525 H Items of CONSORT 7R Example
RfiHl )75 Randomization
(a) JFHN Y7742 BEALAL 8 i LA L BEALEC AT I BEHLE ) F %) 2

() Sonemee PRSI L
generation o
And the type of randomization

Method used to generate the random allocation sequence.

it B A T BEHIL L
Randomization is performed by means of a computer—generated list of

random numbers that randomly assign the two interventions

(b) S BCREGETT 28 T AT RELS LT 50 (9 7 58 , i3 T TR e 43 T =2 T A

(b) Allocation

concealment

BB 41 5 BT SR MY A

Mechanism used to implement the random allocation
mechanism sequence, describing any steps taken to conceal the
sequence until interventions were assigned

(e) 51
(¢) Implementation T it

Who generated the random allocation sequence, who enrolled
participants, and who assigned participants to interventions

" BENL N BL A EAH 55 52 1R EA S il T

WAL P S ST A S Ak P 2 A

Randomization is coordinated through telematics LABS

TEBERLAGIT , 551 28 AR B T — ST 5, X oz P — (19— A~
AR HHR AR T A
At the time of randomization, each patient was provided with a study

number corresponding to a unique oxygen concentrator serial number

Hi ey ) [ o VOGN HRZH 1Y) S5 S 5 A AR A A AU [R] 1 1 e 45 75
s WSO T Fiok AT i )R R R R IR
¢ P BRYR G SR DU PR ey T SRR B )
If done, who was blinded after assignment to interventions H . . . . ..
L. . . Patients assigned to the control group received ambient air input from
(for example, participants, care providers, those assessing . .
tcomes ) and how a dummy concentrator with the same appearance as the effective
oureomes concentrator. The experiment was double-blind
XF20501 /AT T GEAR VP4l
205 patients assessed for eligibility 7161 HERR 7 A
124>75% 2k #<18%
144505 JH- 440 o e
71 ineligible
12 age >75 years or <18 years
V41344 BEHL 420 14 hepatocellular carcinoma
134 randomised
y | v
1455 24 4 b K A o
6o §JTIP§;§%§§E§£ gfﬂﬁﬁﬂﬁ’m‘) 651 4 FITIPS(Z S K 191 116
7 YISy
69 assigned to TIPS(Transjugular intrahepatic portal 65 %%zj\t/}"‘?fgéﬂ
vena cava shunt) plus embolisation group ax1gneeo SLoup
v v
6O I 5 AR T 65 By e i T 7
244148 69 had successful treatment 65 had successful treatment 258 T
245432 I F A 15152 RS
24 died 25 died
2 liver transplantation 1 liver transplantation

69BN N R IR IR YT 43 Hr

69 included in intention-to-treat analysis

O5BIZN N BRI LR TT 70 4T

65 included in intention-to-treat analysis

1 RCT LA B 7R ]

Figure 1 An example of a flowchart drawn in a randomized controlled trial
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