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Objective: This study evaluated and compared the adherence to the CONSORT for quality of reports on the random-
ized controlled trials (RCT) abstracts by four major Korean Science Citation Index (SCI) journals and The New
England Journal of Medicine (NEJM). Methods: A descriptive analysis of published RCT abstracts in Korean SCI jour-
nals and NEJM from 2007/01 to 2011/06 was conducted by two reviewers, independently extracting data from a
PubMed search. A modification of CONSORT for abstract was used including 16 checklist items. Reporting of check-
list items for individual group was conducted to compare adherence patterns between two groups. Results: We identi-
fied the potential 57 RCT abstracts from Korean SCI and 50 from NEJM meeting our inclusion criteria; among them,
three abstracts from Korean SCI and one from NEJM were excluded. Among total 16 checklist items based on CON-
SORT statement, Korean SCI journals and NEJM were statistically equivalent in 4 items; Korean journals were better
in three items and NEJM were in nine. The methodological quality domains were inadequately reported in both jour-
nals: allocation concealment about 1.9% and 4.0%, and blinding 44.4% and 40.8%. In general, The CONSORT adher-
ence of NEJM was better than that of Korean SCI in the method and result domain (p < 0.0001). Conclusions: The
quality of NEJM reporting of RCT abstracts was better than that of Korean SCI, in general. This study on adherence of
RCT reports from Korean SCI journals and NEJM abstracts to the CONSORT statement reveals that there is a need for
improvement, especially Korean SCI. Further investigation on the quality of RCT reports and ways to improve report-

ing quality is required.
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W SRAA A v H2 Aol Ha A2l ol
Aolut AlZH g wiEel, 32 23F #3 AMOE o™
H  ALE AL o el Qo] AT 98
A ZAEX RCTE abstract 23] W-&rte s 8= 7
$7F %% 9ol RCTS] abstract®] A& o4 Foahe)
19969 A& HEIH A4 A HZ HA 2010
Consolidated Standards for Reporting of Trials(CONSORT)
statement’’= RCTS] B.119] &8 =0]7] 9& A4 et}
3 HAAS] 23] BE5012] 7o) Ze}el o2, CONSORTE
International Committee of Medical Journal Editors(ICMIJE)
5 B A 7| R A A A 9ok

o] wFol i T 5 F S Sleket scl Al
E= RCT abstracts®} AAA odxd ZF= =LA
(impact factor, IF)7} 7} =2 29%¢] NEIMol| 2E =
RCT abstracts®] A& W]z, FM3le] A S oJof #d
o] $1419} 2 S Fohu ) sedeh. o ol i 7
% 1hE5 201051 CONSORT statement” S 7|HFo.2 A}8.
2 24slsic.
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o] =Fo|M= FHT 59 F<9H2007.1~2011.6) SCIE)el 5
=5 S oJekst AH #Ad F publication types RCTE
Aol ARG o s} olape] o] AAF ) e}
8} SCI A'd 4%(4rchives of Pharmacal Research, Journal of
Korean Medical Science, Journal of Korean Academy of
Nursing, Yonsei Medical Journal)?ll ®r3E % RCT abstracts},
Y 71z Sk 20109 V) A AE T IFF O =2
The New England Journal of Medicine(NEIM) el A Z2+%l
RCT abstractsE B] 3L 43} ).

xErE
Aol E3=E =i abstractst= PubMedE ©]-8-3}e] v

3} e A el 2 54 sl

(I) =} SCI: (“Archives of Pharmacal Research’[Jour]
OR “Journal of Korean Medical Science”[Jour] OR “Journal
of Korean Academy of Nursing”[Jour] OR “Yonsei Medical
Journal”[Jour]), Randomized Controlled Trial[PT] Limits:
Publication Date from 2007/01 to 2011/06

(2) NEJM: “The New England Journal of Medicine”
[Jour], Randomized Controlled Trial[PT] Limits: published
between 2007/01 and 2011/06

X2 MEH
AN Az Y SCI =12 abstracts 5770<} NEIM
abstracts 494717} ZA M =9l T} NEJM abstracts> =4 SCI
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abstracts 7|5 Eslo] W3R Aol wlE AU IE o] &
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T o] AEA} 27t 5% 22 CONSORT statement”
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Title: RCTH & F}etsh=d| Q3= =2 | Eol| “randomized”
ELE P EEL R e P

Trial design: 9| S £, parallel group, multi-arm parallel,
cluster randomized, cross-over, factorial, equivalence ==
superiority, equivalence, non-inferiority 5-°] $).2™, °]& F
st oS MAIS Aoz rhslede,

Method
@ Participants: A gl Z7}sl= ARzl &
of 7 vhol|, A, Ao A IF F), dide] HF{A

Table 1. Checklist items based on CONSORT statement

Item Description
Title The word “randomized” in the title
Trial design Description of trial design e.g., parallel,
cluster
Method Eligibility criteria for participants and
Participants the settings where the data were col-
lected
Interventions Interventions intended for each group
Objective Specific objective and hypothesis
Outcome Clearly defined primary outcome
Randomization Allocation strategy to each group
Blinding/Masking Who is blinded to group assignment
Results
Recruitment Trial status
Numbers randomized Number of participants randomized to
each group
Numbers analyzed ~ Number of participants analyzed in
each group
Outcomes Results of each group for the primary
outcome and estimated effect size and
precision
Harms Important adverse events or side effects
Conclusions General interpretation of the results
Registration Registration number and name of the

trial register

Funding Source of funding
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71% 283 Akg 3] AR dist ARE HAIg A9 A
oz FHrisi.

@ Intervention: Z+ groupel] 3%l intervention®] A4
A AR EAE F7HEd, A8 Bl 45, 7o
Az, 7o 717}, a5 W, A 717 AlERAE 5o AR
= X A AP o= i

@ Objective: Aol gt gt FAo} wiA =2 7}
Ao| 235 A& Koz Hrisiaict

@ Outcome: 3% A3 2] primary outcomes A3} =
A% %7151 Outcomee] o2 7§l 7% =4E wiA
7 Fask As wEl AL AP 3 AL e,
“primary outcome” 2]¢ll main outcome, primary end-point,
efficacy end-point 52 F2|o|Z FF3lsict.

(® Randomization: F7}A}7} intervention groupel] w3 =

=

ki
%

714 sequence generationZ} allocation concealment®] W}
< 5o A RS Aoz Frleid.
® Blinding/Masking: 2+ group ¥A ol dls] 7} blind =
=Xo] W3 HH(AZE So] single-blind =2 double-
blindyg E33h= A& %7}l v}, Open-labeled A3 9] 7~
= ‘open-labeled’g}az F73] g of K3 o2 ¥

Results

@ Recruitment: A3 o] A 23 = 21A], closed to re-
cruitment@l ], == closed to follow-up 52 Ae] o %5 A}
sk 27)ol T2 Hvhd 1 o5 w3l e AP oew
RS L

(@ Numbers randomized: 7} groupel| randomized® 7}
28] 5 HAIR A Aoz o

@ Numbers analyzed: 7+ groupoll Al FAol 23+ 37}
2] 5 HAIg g Aget Al e® Bkt

@ Outcomes: 2 groupol] 3t primary outcomes 3}
FEFHA} 9] T2 AAM 3] dst AE Aol sl
o}, Primary outcome®] FFol| ulgl A= F7Hconfidence
interval) 3, &3} 7] (effect size)s HoAFE= AS A3 o]
213 %7150 cHTable 2).

(® Harms: Interventionel] o]3l 9| EF|%] k2 Q3
FNhE == FAHE-S 23R A S HUskdT freliuks

Table 2. Effect size measures for different types of primary
outcomes

Types of primary outcomes  Effect size measure

Relative risk

Relative risk reduction
Odds ratio

Risk difference

Hazard ratio
Difference in median survival time

Binary outcomes

Survival time data

Continuous data Difference in means
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7} 3HE-2] o]l Microsoft Excel 20073} SPSS software
(ver.19.0, IBM SPSS®)2 o]&-3}e] A 3}9ivt. CONSORT
7} Aasle 2 FESuiel AA o)l g HEE(%)S S
A3kt Kappa 4= 252 frolAds) A2 24 34

TE {3 AARRZE] dA = FA g o] g3l WF
3] A8 Chi-square teste} Fisher's exact testS A3 332

, B8 EAATE p<0.059 W SAACE frojt Ao
2 23l

4 ot

ZZ U SCI abstracts 57712} NEIM abstracts 50717}
AR =, 25} A Q] interventionol] 8 RCTHHS:
EAsla1a) sl ez 2 Zu SCI abstractsE 5 Al¥ AP
o abstracts 3719} NEIM2] A% F& AL o
abstract 177} Al &= it whebr] 2E S SCl= 54
NEJM-Z 49719] abstractse] Aol F 3=l ch(Figure 1).
5 A 3= o537 2o (Table 3).
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Title: A5l “randomized”S F3&3F RCT abstracts2 =
SCI ol &= 127](22.2%), NEIM ZFll= 370(6.12%)7} -] 8k
2}l & B9 eh(p =0.021, kappa = 1.00).

Trial design: =4 SCI abstracts & 27(3.7%), NEIMXE 2
N@.1%)Rke] A7 Hzkdls AFAEH, = SsCle
crossover design®] 12, NEJM-2  non-inferiority2} parallel
group design®] % THkappa = 1.00).

Method: NEJM®] 739 Participants &}, Intervention &
& 28]3 Outcome 35ol|A] =] SCIoll w]s] =g oA
frolgt $AIE Bt A5 Objectived &2 =W SCI &
5271(96.3%), NEIM | 4] 3770(75.5%)2 S SCI7} ¢
oA Agel Aoz Hrk=E 9ok (p =0.002). Randomization
o] A U SCIet NEIMelA Z+zt 17H(1.9%)¢}F 270
(4.08%) B 23] WAl vl Method 3ol A A A
Z© 2 NEMe] =4 SCIEt} ©] CONSORT statementS-
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Relevant RCT abstracts
Identified form PubMed
Korean SCI (n=57), NEJM (n=50)

Abstract Excluded
Korean SCI: Formulation testin=3)
NEIM: Animal festin=1)

RCT i for
Korean SCI (n=54), NEJM (n=49)

\ |
' Data Extraction

o

‘ Data Entry and analysis

Y

Fig. 1. Flow Chart.

o & o] 3= A2 H7EE % Th(p < 0.0001)

3oz HrlE 7+ abstracts?] blinding2] EF-= Table
4ol Akt U SCI®F NEIM2] F 85%7} single =+
double-blind2}32 F7]3}9 3L, open-labeled=- #l| 2|3}l blinding
o] thAFS ¥l abstractse =W SCIIAM F 717} 21Sdeh.

Results 35 Result®] 5% Z3H(Table 3)olA{e} 7ol
Recruitment 3%, Outcome 3% 12|31 Harms &Fol| A =
Y SCIellA vsl] NEIMe| © o3| st 7oz H7}
% oHp =<0.0001). 2|} Numbers randomized &F-ol]A]
+ = SCI abstractse] NEIME} 2 §HAdol| A 2|8t 2}o]
(p=<0.0001)E 29It} Numbers analyzed &FolA =4
SCI2} NEJM abstractse] 8|53t ¥]&E 2 3sA eyl
A Result &5oA =4 SCIE} NEJMe] & CONSORT
statementZ ©] & o]3Psl= AR Jﬂ7}ﬂ 5’1—1—(p<00001),
Results 3-5-2] o §-3-2] kappagh-2 0.84 32 1 o]Ake] 7k
< 23

Conclusions 3%-: =] SCI abstracts = 4771(87.0%),
NEJM abstracts %= 4970(100.0%)2 2] 8 2}o] 2 Hojch
(p=0.009).

Registration 3&-: =-U] SCI abstracts Zol|A1= 171(1.9%)
qto] Registration 35S A gsA 7]<3sk ¥, NEIM2]
abstracts= 4971(100.0%)Z, Registration &E-ol| A NEJMo]
o frefa At Aoz H7EE e (p =<0.0001).

Funding 3% Funding &5olA NEIMS] abstracts 3
1370(26.5%), = SCI(0.0%)E NEJMe] © f-2|3}A A3t
g Aoz H7kE vk (p =<0.0001).
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Kor. J. Clin. Pharm., Vol. 22, No. 2, 2012

Table 3. Reporting and statistical analysis

Korean SCI NEJM
N o N o P value

Title 12(222)  3(6.1) 0.021
Trial design 237 241 0921
Method:
Participants 43(7.6) 48(97.9) 0.004
Intervention 48(88.9) 49(100.0) 0.016
Objective 52(96.3) 37(755) 0002  Method
Outcome 3(5.6) 43(87.8) <0.0001 <(t)0(t)%10 |
Randomiza- 1(19) 2@&1) 0279
Blinding 24 (44.4) 20(40.8) 0.710
Results:
Recruitment 0(0.0)  3(6.1) <0.0001
Egg“;’;ge d 32(59.3) 24 (49.0) <0.0001

Results
gﬂaﬁ‘;ﬁ Q1) 10204) 0646 o8k
Outcome 10 (18.5) 33(75.5) <0.0001
Harms 11(222) 33 (67.4) <0.0001
Conclusions 47 (87.0) 49(100.0) 0.009
Registration 1(1.9)  49(100.0) <0.0001
Funding 0(0.0) 13(26.5) <0.0001

N*= number of RCT abstracts which can follow the CONSORT
statement and ‘%’ is the percentage of them

Table 4. Reporting of blinding

Blinding Korean SCI NEIM
Single-blind 19 (79.2%) 16 (80.0%)
Double-blind 1 (4.17%) 1 (5.0%)
Open-labeled 2 (8.33%) 3 (15.0%)
Specific blinding 2 (8.33%) 0(0.0%)

Total 24 (100.0%) 20 (100.0%)

3 #ale] S A, Yulslm, A AlEsho]
AN GApel 7 AL sl Aoz FojR ) %
olste) A&Hql W oz 7o o Ry} ARupye 2
Aze Aol e HHame, rdAAEL o3
W3}l A& 4 glo]of -3}37_ K3 EA3 AHE $£3]
slod 7jaled AlA| ol mAful o] HEAAF el A
olujghet) mat AA) $uS o] WEHL glud, 2

Z ofd opit Aae] $UMS FANAY B A%
meE AES Wt AR Q7] Rl A B4 g
a7l A =Re] A $28 Hrbh aFEE Rolg
o|#] ZFof ghe] B = ] SCI9| abstractse} AlA
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Moz b Q4R 4(IF=53.484, 20104 797]1%)7} 2
NEIM2] abstractsS- CONSORTS] HI 3EES ZH313}o],
=l RCT3=19] abstracts®] A& 3718l v el B3k},

U] SCI abstracts®] A E-3 B NEIM2| Zel vlsir:
vy 70 Hog AEo| ‘randomized’S vrelE Ao
222%% 3%°] NEM Hope goheth siAw, 243 A5
o] Az Ey A7 takel 59 F83F X EFA AL
gt} ICMJE(International Committee of Medical Journal
Editors)' 2] #lqtel] Bl Hm v v gdS & & gl
Trial design ¥5-2] 7% 5 SCIvt NEIMe] 27} 3.7%%
4.0%4 =2 w4 P )& A= s

Participantel] 2+ 3F-E-of] s A=, American Society of
Clinical Oncology Conference®] abstracts Z-ol| Al 92%V9}
8 93t g 4% gk o] AT Berwanger ef al'Vol A
BMI(British Medical Journal), NEJM, The Lancet, JAMA
(Journal of American Medical Association)] abstracts®] 90.3%
7} Z7 Aol disl] A3 At gl Aol vl =W SCI
2] 79.6%% H& Helsidt.

FA 52 7o Hek 82 S SCI abstractsel] A
96.3%% 75.5%°] NEIM®] ZHo} o 43 Ag9= g5
< & 5 UEH, ol NEIMel|A 8731 abstract®] A
Z3 Aol w7 (background) ol 2= Ha B 1% A2 &
o] ~etd 2 o] 9l7] o2 P Primary
outcome®] 7-§- NEIM®] 87.8%°l vl = SCI:= 5.6%
o w2 w]golgl=d, W SCI®| 73-% outcomes A
Al T8 5ol Agle] s ezt wath

Randomizatione =F4] SCI} NEIM 25 1.9%2} 4.0%°
2 Ugk=d], A E abstractsol] A= sequence generationo] v}
allocation concealmentell ©&] X3 3slE= A ot
Berwanger et al'?el| X1 = randomizationol] &} 48} Adn-e
v~ GOFAL, =] RCTel| 3t AFellM = vl A3E
_lﬂ_gf}\r:]-.](’)

Blinding®] 5% F 7 25 50%w]7tel] 3=} Berwanger
et al™| A= Blinding 3%l t3}ed single 3~ double-blind2}
2o dub AT 405%HEE B Q7o wjsa ke 1
A3 Y] RCT HA A FolM = 29%2 epyge}.”

WA F-2 EAMol E3E FRF gl At 3Fe] ¢
= SCE= 74%9}F 20%, NEIMS 65%9}F 20%4 =2 =)
SCI} v AA3] AHalal gl Aoz vepged, dii
] abstractse] F7pALe] Fol dsirE AT E, 7
groupell 2 o] WA= Ao Hejr = BashR] sk
. 53] 7} group 2 wiA ¥ FrpApe} FA e 23HE Hot
AHE BF AT 3t abstracts B S A7 el

Primary outcomeol] &t Ao} &3}=7] (effect size)2] 3
Fo M= FHSCI7F NEIMel| vlsl] 317]3] W v]&S B
S, SHSCIe] 7% dH- abstractsell A= A3 AAE
¥3eA] = AS$E 9leith. Harm 353 Result 315
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