CONSORT in China and its extension to TCM
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CONSORT Statement
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% “Improve the reporting of a RCT, enabl ing
readers to understand a trial 's design,
conduct, analysis and interpretation, and
to assess the validity of its results.”
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The CONSORT Group. www.consort-statement.org




Milestone of CONSORT

< 1996 First publication of CONSORT & X %
< 2001 Revision of CONOSRT €I E

* 2001-2013 Development extensions on design,

intervention and data (CONSORT family)
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2 2010 Further revision of CONSORT
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CONSORT ¥ B

< Design Extensions B8/ s Bl 5T
--Cluster trials (2004)
--Non-inferiority and equivalence trials (2006)
--Pragmatic trials(2008)

<+ Intervention Extensions B} TEFE T
--Herbal medicinal interventions (2006)

--Non-pharmacological treatment(2008)
--Acupuncture Interventions (2010)

<+ Data Extensions AR EHEE R
--Harms (2004)
--Abstracts (2008)
--Patient-reported outcomes (2013)




“Use of the CONSORT statement is
associated with improvements in the quality
reports of RC'Ts”

“CONSORTE: B E i, 15 B = FEr st e
ARV ER”

Moher D, Jones A, Lepage L. for the CONSORT group. Use of the CONSORT statement and quality of
reports of randomized trials. A comparative before and after Evaluation. JAMA, 2001, 285:1992-1995.

Plint AC, Moher D, Morrison A, Schulz KF, Altman DG, Hill C, Gaboury I. Does the CONSORT
checklist improve the quality of reports of randomized controlled trials: a systematic review. Medical
Journal of Australia 2006;185:263-267.




Over 50% core medical journals on PubMed endorsed
CONSORT (as of 4 August 2011)
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CONSORT f£EH [E

“*TO calculate how many medical journals in China
had adopted the CONSORT.

4 =135 FH CONSORTY B2 S HA 1) By 85

“*TO investigate the the influence of CONSORT on
the quality of RCT reports in Chinese medical
journals

Raf CONSORTH EE Rl i i S HERNTE




First CONSORT exposure in China

4

)

L)

* Liu YX, Yao C, Chen F, Yang YC. Introduction of CONSORT
statement of reporting randomized controlloed clinical trials. National
Journal of Andrology, 2001, Oct, 7(5):288-291

» Editorial Office of Chinese J of EBM, Revised CONSORT: a

suggestion to improve the reporting quality of RCT. 2001,0ct,
1(3):182-184

4

D)

L)

Full translation of 22 items and flow chart

R

¢ Ii%%, Formal Translation of CONSORT endorsed by CONSORT
group (Date: 25 Oct 2007)

** CONSORT 2010 translation in Chinese




Endorsement
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“ LiYP, Li J, Liu XM. Establishing collaboration of dissemination of
CONSORT statement in China to improve the quality of reporting of
randomized clinical trials. Chinese Journal of Evidence based medicine;

2005; 5(8):591-593
¢ Around 50 journals participated




ChengDu statement ( 17 April 2006)

» Joint Statement of Establishing Chinese Clinical Trial
Registration and Publishing System

** 48 medical journals
“* Majorly about CONSORT, not CONOSRT family




METHODS

* Collection of the “instruction to author” from all medical journals in
China to calculate how many journals adopted the CONSORT

TR EH BMFERRFREACONSORTER 2 HAT)

e To assess the qualltv of RCT reports from Journals adoptin
CONSORT, comparing with that without adopting CONSORT

bt &5 3R BB L A3 EFH CONSORTHY) B2 E2 B 1), ELBE }*‘Kﬁﬁ#&imgg




How many medical Journals in China?

% Total Journals in China: 8200
% Total Medical journals: 1221 ( 50/1218=4.1%)
* Preventive medicine and Hygiene (144)
= Traditional Chinese Medicine(117)
= Integrative medicine (17)
= Basic biomedical science (76)
= Clinical Medicine (91)
= Internal medicine (108)
= Neurology and psychology (29)
= Surgery, dermatology (107)
= QObstetrics and Gynecology, pediatrics (28)
= Oncology and special medicine (71)
= QOtorhinolaryngology and Ophthalmology (52)
= Pharmace utical Science (71)
= Medicine (187)
= Actaand Jourals in medicine (120)




All the medical journals in China
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Collection of the “instruction to author”

REAEEMA”

Official material IET\ &}
* Homepages of journals

* Hard copies of the journals

Unofficial material dEIE R, &l

* Websites which had no relationship with each
journal




Ranking of Journals HEiH]5E5
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Targeted RCT reports
H 13 hE A RS PR el B s

 Trials with

interventionin real-life human beings

IN: Y7 %

 Trials with

tl:lﬂ

interventions as chemical drugs (chemical

agents, biological agents and Traditional Chinese Medicine
(TCM) herbs)

AL EREE,

 Trials with

4 P B S 2 & T TRIR TE

acupuncture or electroacupuncture

£k B ETAIRES

 Trials with

aim of testing the treatment effects of

interventions

LURIE T FRIR e SR R B




Search strategy for RCT reports #3877 7%
¢ Articles written in Chinese—VIP & CJN
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Ensure representative data

2002,2004,2006
,2008,2010




Quality assessment of RCT reports

Training workshop £55/I|JE

4 studentsF: 4 —2 groupsii

Revised CONSORT 2010 checklist (Re-definition)
{5 FH 12 2% CONSORT 201075 B

Jadad scale




RESULTS

1221 medical journals  * Medical journals in
(Feb.2012)  China

21140 official % SOlleCtIOI.l of the
“instruction to Instruction to
author”

author”

Only 7 Journals adopted CONSORT
HHATAEZ2HT3X FICONSORT




7 journals officially endorsed CONSORT statement

Chinese Journal of Cancer Biotherapy Hh (8] i g A= 06 o
Chinese Medical Journal rp e BE B A 7 (D SRR
Hepatobiliary & Pancreatic Diseases International  [34 PZ 2 Be 5 Jpg 28 2 (9 SRR
Chinese Journal of Evidence-Based Medicine A e 11 7 e 2

Journal of Chinese Integrative Medicine R B4 A ER Rk

Shanghai Archives of Psychiatry i a2

Chinese Journal of Evidence-Based Pediatrics Hh B 1 B SR




RESULTS of quality of RCT papers

‘*Report from top 30 medical journals vs

7 journals (02, 04, 06, 08, 10)
B 304 HE 4 i = B B2 A T Rk 5 PR

403 articles (232 from 30 journals, and
171 from 7 journals)




Qual ity of RCT reports

Score

Comparison of average CONSORT score between RCTs of
top 30 journals and 7 journals which adopt CONSORT
statement in the instruction.

—i— 30 journals

32
30,4 / 31.29
30 A 29.22
27.97 T~
28
25 26 4 ’J_,,f.—-h_.___ sz _m 26.35 —+— journals
B -~ I5.02 25,43
:_]_ "I.-I.l"l.rl- i
T L ST
22
2':' T T T T
2002 2004 2006 2008 2010
Year
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Year(no.) Average subitem score from 7 Journals(171 articles)

Items 02(13) 04(39) 06(35) 08(36) 10(48) 5 years (ratio)
Title 0.08 0.26 0.43 0.53 0.48 0.40 (40%)
Abstract 5.31 4.95 5.17 5.25 5.21 5.16(86%)
Introduction 2.54 2.69 2.83 2.78 2.81 2.76(92%)
Method 7.92 9.00 9.89 9.36 9.92 9.43(25.49%)
Results 6.54 8.18 8.63 8.08 9.02 8.36(34.83%)
Discussion 2.85 2.49 3.20 2.67 3.06 2.86(35.75%)
Other Information 0.31 0.33 0.26 0.56 0.79 0.49(9.8%)

Year(no.) Average subitem score from the top 30 journals(232 articles)

Items 02(15) 04(32) 06(56) 08(63) 10(66) 5 years(ratio)
Title 0 0.13 0.27 0.22 0.09 0.08(8%)
Abstract 5.5 5.09 4.66 4.68 4.92 4.85(80.83%)
Introduction 2.67 2.56 2.77 2.60 2.77 2.69(89.67%)
Method 7.87 6.94 8.21 8.37 8.65 8.18(22.11%)
Results 6.60 6.34 7.36 7.03 7.17 7.03(29.29%)
Discussion 1.93 2.31 2.39 2.06 2.18 2.20(27.5%)
Other Information 0.40 2.41 0.36 0.46 0.56 0.43(8.6%)

Total 24.93 23.78 26.02 2543  26.35 25.57(30.44%)




Qual ity of RCT reports

Comparation of average JADAD score between RCTs and
top 30 journals and 7 journals which adopt CONSORT
statement in the Instruction.
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Conclusion

* Very small part of journals among Chinese medical
journals have adopted CONSORT.

REIEEL=EPEEHITEIRFACONSORT

* The overall quality of RCT reports in journals of China,
though increasing, was poor

HRBEARABBRSEEFRA, EBEEENARKK

* QualityEE: 7 journals > top 30 journals.




Extension of CONSORT

< Design Extensions B8/ s Bl 5T
--Cluster trials (2004)
--Non-inferiority and equivalence trials (2006)
--Pragmatic trials(2008)

% Intervention Extensions g7} FFEE It TCM???
--Herbal medicinal interventions (2006)
--Non-pharmacological treatment(2008)

--Acupuncture Interventions (2010)

<+ Data Extensions AR EHEE R
--Harms (2004)
--Abstracts (2008)
--Patient-reported outcomes (2013)




Reporting Quality of RCT with TCM
H R EERE R R S B E

A systematic review about CHM for type 2 diabetes mellitus with 66 RCTs published
in Cochrane Library

*» Appraising with revised CONSORT checklist, compliance varied between 0% and
100%, with a median score of 33% for each item

» The overall reporting quality assessed with the revised CONSORT checklist varied
between 20% and 47%, with a median score of 32% (standard deviation 8%).

*» no significant differences in the quality of reporting published prior to and after the
year 2000 (p>0.05)

--Bian ZX, Moher D, Dagenais S, Li YP, Wu TX, Liu L, Miao JX, Song L, Zhang HM, Improving the
quality of RCT with Chinese herbal medicine Part IV: applying a revised CONSORT checklist to
measure quality of reporting, Journal of integrative medicine, 2006, 4,233-242

=>» Necessity for the extension of CONSORT for TCM
R 2R, A LB L 5] CONSORT for TCM




Milestone of CONSORT for TCM

<» 2005 Initial discussion to establish CONSORT for TCM & X 51:%
Leaded by Prof Liu YP and Prof David Moher

* 2006 Formation of international working group for CONSORT for TCM
Key members: Wu T, Li Y, Bian Z, Li T, Li J, Dagenais S, Moher D
3 CONSORT for TCM B P& T {E /M4

% 2007  Publication draft of CONSORT for TCM (Chi & Eng Version)
FRPE AP EER K S RAEBERERE EHRKERR)




Consolidated Standards for Reporting Trials of Traditional Chinese
Medicine (CONSORT for TCM) (For Solicitation of Comments)
PEZERBIRRERENE (ELELAR)

WL Taraang', L1 You-pmg", BIAN Zhaossang’. L Tme-quan | LI Jing'. Simon Dagenas”,
David Moher”, tor CONSORT for TCM working group

TERIF IS L 2007, 7{9) 625-530

REDNIEARBYLY REERENE (2R ERAE)

Consolidated Standards for Reporting Trials of Traditional Chinese
Medicine (CONSORT ftor TCM)

_E,'_-'ﬁ--i"‘-]' '35-:%;—_[: 1* -i;"'_"‘rknﬂ; :T-' ;H‘;ml .:::-_- :'J]ﬁl NI Ijﬂﬁl'.'l'l.'l'll:‘i.‘l I}.T'.-"i-\.'] Ml_."]'ll.."l'“tg
B S CONSORT for LOMIO- 24
o E L I S, 2007, T(8): 601-605.




Major contents of CONSORT for TCM

“* Necessity for the extension of CONSORT for TCM
#& R CONSORT for TCMAYE 24

“* History & process of development of CONSORT for TCM
#JETCONSORT for TCM R4 FE SE FiETE

¢ Changes of CONSORT for TCM from CONSORT
CONSORT for TCM HIN B &L

*¢» Discussion




Major Changes from CONSORT £ EEKANE
(1) Title & abstract: standardized format with TCM specificity
w2 B AR ESE

(2) Background: rationale of formulation of TCM intervention
by 1) TCM theory; and/or 2) modern pharmacological
evidence of each active mgredient

B = B0 BT TR ET R

(3) Inclusion & exclusion criteria: on the basis of 1)
conventional medicine; 2) TCM disease name; 3) TCM
‘zheng’; or 4) both TCM and conventional medicine
diagnostic criteria

ANFHPRZZEE - AR PR T HBEESZE




(4) Interventions: details of treatment and control interventions, including
ingredients, product name, dosage form, dose, usage, treatment
regimen, duration, etc.

FiEHE: 7R BRENE

(5) Outcome assessment: 1) specialty, practicability and necessity of
effectiveness assessment of TCM outcomes; 2) measures of TCM
‘zheng’, e.g. symptom scoring, health related quality of life, etc.
Recommended using flow diagram.

& REHh: B BT eGSR b RS R E

(6) Study design: Identify study design, 1) ‘equivalence’, 2) ‘non-
inferiority’ or 3) ‘superiority’ design

Wsanat: sEPHRRETHY BRENS

(7) Others: Additional of ethics approval number and trial registration
number

H fth: 181018 B RIEE S TRV E Ht Awsi A BR R Ba Rt A iR




Implementing of CONSORT for TCM
CONSORT for TCM B |5 )%

** Searching databases: CKN| & PubMed

% Searching words: “CONSORT for TCM” or “HhE&&
SRR R E S IR B S AR

** Results:

= CKNI: 116 papers
= PubMed: 16 papers
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(A) Explanation / discussion papers published by CONSORT
for TCM group T /MASZRFAMERINE
»  Total: 23 articles

*  Selected publications

1. Cheng CW, Bian ZX, Li YP etal. CONSORT Serial 1: Describing and transparently reporting the
rationale for RCTs of TCM. Chin J EBM. 2008, 8(3): 152-154.

4

L)

)

1)

L)

2. Bian ZX, Moher D, Li YP et al. CONSORT Serial 2:Concise and Precise Reporting of Intervention in
RCTs of TCM. J Chin Integ Med. 2008, 6(7): 661-667.

3. Bian ZX, Moher D, Li YP et al. CONSORT Serial 3: Appropriately selecting and concisely reporting
the outcomes of RCTs with TCM. J Chin Integ Med. 2008, 6(8): 771-775.

4. Cheng CW, Bian ZX, Li YP etal. CONSORT Serial 4: Transparently reporting the adverse effects of
TCM drug interventions in RCT. J Chin Integ Med. 2008, 6(9): 881-886.




1"-’“ “hin J =vid basad Med, cOUE. B3k 152 154

CONSORT % %1 —
o = 25 I FRE 5 47 4 o B BT I i R 1 I

CONSORT Serial 1: How to [xplain the Methedological Rationale of Randomized
Cantralled Trial an Traditional Chinese Medicing?

Recommendations:

1.Rationale for the selection of study model

2.Rationale for the selection of formula

3.Rationale for the selection of dosage and treatment course
4.Rationale for the selection of control intervention
S.Rationale for the selection of outcome measurement index

i MRS D STER (T R B AR S
)2 7,3 MBS, ) HIRE, ) GRAMRIE FNE




| EE s s Sy T HeAE Y W oureal of Ghinese Integratiee ¥oodiwsme, July 2I0E. Vall b, Moo = oAbl -

Ediorial Lif

Precise reporting of traditional Chinese medicine interventions in
randomized controlled trials

Recommendations

1 Single Chinese herbal medicine-based/ formula-based/extraction-based
intervention includes 1) Name, dosage format and registration; 2) The
composition and quality of intervention; 3) Pharmaceutical processing
and quality control; 4) Stability of final product and quality control; 5)
Function and safety description; 6) Dosage and treatment course; 7)
Control group.

2. Active compound-based TCM drug intervention includes 1) Name of
active compound(s) ; 2) Original source of active compound(s) ; 3) The
brief process obtaining active compound( s) ; 4) Percentage of active
compound(s) in final product; 5) Added materials and its quality and
quantity control.

3. The detailed information of intervention published as online
supplementary in website .

Bk IRIMARIER P ETTRERAM S A




THEASGSFEAEFE N FoNR3 8 louma of Chirese Integrativs Medcins, Aagus: J0E, Yo 6, Noo 3 = ¥r1 =

Editorial €1
Appropriately selecting and concisely reporting the outcome

measures of l‘pndnmizad contralled trials of traditional Chinese
medicine

Recommends

1) Identifying the primary and secondary outcomes
based on the purpose and hypothesis of the trial;

2) Defining the primary and secondary outcomes
clearly;

3) Reporting the rationale of selection;

4) Reporting the method with aims to standardize the
assessment process;

5) Reporting the method to improve the reliability of
assessment; and

6) Stating the termination criteria in the trial

B RUEREENERE RN




ITEEATSER A NE e HEY N Journa o Chinese Integraine Medwme. Sentznber 20085 Vol b 3o

- 851 -

F.rtitavelal e iy '@f
Transparently reporting adverse effects of traditional Chinese
medicine interventions in randomized controlled trals

Recommendations:

1. Provide the background information on side effects of

each CMM constituents and/ or the study intervention,
specific outcome assessment on AEs,

2. The details of reported AEs

3. The interpretation of the AEs occurrencein a
structural RCT report

2% RUPEERARBPENT RRENBESE
MEEBANE.




(B) Systematic reviews using CONSORT for TCM as
assessment tool

ELCONSORT for TCM:% B I ik B {E Rl BAE B 2T
(EERES v

\/

< Total: 14 articles

* Selected publications

.

Chen J, Suo J, Zeng XM et al. Quality evaluation of randomized
controlled trials involving traditional Chinese medicine for
Cholelithiasis. Chin J Evid-based Med. 2008, 8(5):370-374.

Fu SF, Zhang JH, Liu Y et al. Reporting quality assessment of Huangqi
injection for chronic heart failure randomized clinical trials. Liaoning J
TCM. 2009, 36(10): 1713-1715.

Min J, Mao B, Lu AR. Quality assessment of randomized controlled

trials related to traditional Chinese medicine published in the Chinese
journal of evidence-based medicine. Chi J EBM. 2010, 10(03):362-

366.

Luo H, L JP, Li Q. Methodological issues and suggestions for
improvement in randomized controlled trials of Chinese herbal




Reporting Quality A ssesment of Huanggi Injectim for
Chronkc Heart Failre Randan ized C linical trials
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(C) Citation / recommendation of CONSORT for TCM
5| A 2k B %3 FH CONSORT for TCMAY L &=

« Total: 21 articles

** Selected publications

1. Yang ZX, Sh1 XM. Systematic review of traditional Chinese medicine
in treating stroke. Shanghai J TCM. 2009, 43(7): 82-85.

2. Qiao B, Yuan WL, Zhang Y et al. Protective effects of decoction plus
radiotherapy on nasopharyngeal carcinoma: a meta-analysis of
randomized controlled trials. West China Med J. 2011, 26(3): 391-
398.

3. YuS, Wang SC, Han XM et al. Study on literatures in treatment
guidelines of common disease in TCM paediatrics. J Nanjing Univer
of TCM. 2012, 28(6): 583-585.
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(D) Comments / related studies on CONSORT for TCM

LS CONSORT for TCM3X fERAFR I E
+» Total: 5 articles

*» Selected publications

1. Guo XF, Lai SL. Key methodological and insitiutional issues on how to

promote the evidence based traditional Chinese medicine. Chin J Evid-
based Med. 2008, 8(1): 10-12.

2.Fe1 YT, Liu JP. Improving the quality of reporting Chinese herbal medicine
trials: an elaborated checklist. J Chin Integr med. 2008, 6(3):233-238.

3. Liu YT, Liang WX. Quality assessment of noninferiority and equivalence
randomized controlled trials of traditional Chinese medicine. Tradit Chin
Drug Research & Clinical Pharmacol. 2011, 22(5): 573-576.
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Major changes: i
Interventions i

i) Decoction and
proprietary Chinese
medicine
ii) Quality control with s
quantity or
quantitative index
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(E) Endorsement by medical journals
#8443 $% Bl CONSORT for TCM Y B8 22 H 7]

= (Chinese Journal of Evidence-based Medicine
= Chinese Journal of Evidence Based Pediatrics

= Journal of Practical Traditional Chinese Internal Medicine
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*** What is the next?
T—2 I 1E?

Fromt. Mdpd. 2310, 02k 171 177
PRCNE 10 T THT T ST Tkl 1=10] 0

REVIEW

Consolidated standards of reporting trials (CONSORT) for
traditional Chinese medicine: current situation and future

development

Zhaoxiang Hian (D), Baoyan Lre”, David Moher, laixiang VW, Youping Li*, Hongea Ell.ﬂ.lfu‘.:’, Chingwah Cheng'
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o Higher ECucation Press acd Spemgges-Verlag Bedin Heidelberg 20701




Major changes in CONSORT 2010
CONSORT 2010EZEZFTNE

“* New subitem to clarify the basic trial design (i.e. parallel
group, crossover, cluster) and the allocation ratio;

#i8 A B BRRRET A S ECLL BV R IR B

¢ New subitem to address any important changes to
methods after trial commencement, with a discussion of
reasons;

S A R REEZNERIEIRE

¢ Additional subitem on identifying any changes to the

primary and secondary outcome (endpoint) measures
after the trial has commenced;

AR B RENEEZEMXEZERNEIRE




“* Addition specification of how blinding was done and also, if
relevant, a description of the similarity of interventions and
procedures. Eliminated: how success of blinding was
assessed;

& E A BN E X MER B E AR R f#EiE

“* Replacement of “intention to treat” analysis with a more
explicitrequest for information about retaining
participants in their original assigned groups; Addition of
“For binary outcomes, presentation of both relative and
absolute effect sizes is recommended”;

2eET B iEMER

“* New items on trial registration, availability of trial
protocol, and funding

HTIE A A ER AR B SR, B R A R REEF
NEREE




Challenges ahead for CONSORT for TCM

¢ Finalization of the CONSORT for TCM
CONSORT for TCMBISEE FERT
= CONSORT 2010
= TCM characteristics P E4F5
- Rationale of study design ff 3% 5T &
« TCM interventions (herbs, mineral and animals drugs)

g T TREE (2, REMENE)

e Outcome measures %5 FHI5HE
« Adverse effects I R & &




«» Dissemination {555 K H &
= Co-publication (journals & medical-related websites)
Bt & T E (AT E 248 uh)
= Promotion and training {8 =3I
« Workshop #f{E3E
 Conference &5
= Endorsement from medical journals E522HiH| 37 #
« Publication guidelines % #5281
* Endorsement from funding agencies / research
institutes AR E ST NAREZFHF
* Special grants 45 Rl RE S
« Awards 321§
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% The application of CONSORT for TCM will
encourage more insights into its modification, thus
making it more practical.

¢ Practicality is an important factor for this guideline
because there should be a balance between what
should be done and what can be done currently.

¢ Periodic revision will be necessary and is perhaps the
only means to improve it!!
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Bian ZX, Liu BY, MoherD, et al. Consolidated standards of reporting (CONSORT ) for traditional Chinese medicine: current
situation andfuturedevelopment. Front. Med. 2011, 5(2): 171-177.




Thank you for your attention.




