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Risk of Bias in Iranian Randomized Trials Included in Cochrane Reviews

Ali Kabir 12 , Ahmad Sofi-Mahmudi 2 ,Arman Karimi Behnagh 1 , Vahid Eidkhani 4 ,Hamid Reza Baradaran 52 , Payam Kabiri 2
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, AliAkbar Haghdoost .2 , Bita Mesgarpour 2

1
2
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4 Nanartmant af Cnidaminlams and Diactaticktice Crhnnl af Dihlic aaléh Tahean | lnivareitu nf AMadical Crinnecne Taheran lran

Result: Out of 1166 Iranian RCTs included by 571 CRs, low RoB was found in
44.9% for random sequence generation, 20.8% for allocation concealment, 32.3%
for blinding of participants/personnel, 36.5% for blinding of outcome assessors,
56.3% for incomplete outcome data, 41.3% for selective outcome reporting and
53.8% for other sources of bias.
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Just email us at crowd@cochrane.org once you’ve reached 200 and
let us know you’d like a certificate.

By completing 1,000 classifications across Cochrane Crowd’s key
tasks, you’ll receive an invitation to become a Cochrane Member

Anyone other than me enjoy prize incentives? Good. You'll earn
badges for every task within Cochrane Crowd: a green badge once
you finish task training, bronze once you classify 100 studies,
through to silver and finally a gold badge once you’ve completed

1,000 classifications. v v : U v

Green Bronze Silver Gold Purple
Task training 100 500 1000 Exceptional
complete classifications classifications classifications  Ultra rare!
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There are many different ways to contribute to Cochrane and
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Peer review of a Cochrane protocol or review 500
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Cochrane Crowd record screening P = -
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Student internship 1000
TaskExchange task e.g. data extraction 200
Lead training workshops, seminars or -

presentations

1 point per 2 words
translated

Translation via Memsource
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What is Cochrane Engage?

Cochrane Engage connects people working in health evidence with people who have the time and skills to help.

&
Work with experts

Browse our list of experts when you
need help. Build a profile to be seen by

those looking for help.
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Post a task

Let people know what you are looking
for and when you need it. Find people

with the time and skills to help.
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Respond to a task

Find a task that matches your expertise
and availability. Contact the task

author directly to show your interest.

Cochrane Engage is under active development. Help us make the platform work for you. Suggestions and feedback are welcome, so get in touch.
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¥ authorship, Membership points

Share
in v f

@ lvan Perez-Neri

® Needed 14 Mar 2024
k3 Authorship, Acknowledgement,
Membership points

Share
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Display | 10 " | records per page

Ear, Nose & Throat

SEER Database ENT Study

Skills / interests: Copy-editing and proof-reading, Methodological peer review

Methodological skills [ interests: Statistics

Looking for co-authors with experience publishing SEER database studies. Field is ENT.
= Apply Ask a question

MNeurclogy

Membership points for ongoing project on fibromyalgia

Skills / interests: Screening and selecting studies

Methodolegical skills [ interests: Information retrieval

This task is intended to provide Cochrane membership points to those researchers collaborating with the Full-text screening

phase of a scoping review on fibromyalgia led by Dr. |. Pérez-Neri.

If you

m Kakatpiion
https://engage.cochrane.org/



All tasks

Opportunities currently available

Health topics Skills / interests Methodological skills / interests
Select filters... [ Translation (linguistic) % | Select methodological skills...
Special interests Language Skill level Organisation =
|
Select languages... Any skill level 7 Select filters... ‘ | Clinical peer review {
angy slect
| Consumer (public, patient, carer)
Apply input
| Copy-editing and proof-reading
<< < 3 > == Display 10 7 | records per page . o
Data analysis and organisation
£
= Hayfaa Ali (3) Cochrane
Nefar’
© Needed 05 Nov 2024 Dentistry & Oral Health

¥ Membership points

Is the use of bonding agents under fissure sealants effective in

Share their retention and reduce the microlekeage ?
in ¥ f =

Skills / interests: Risk of Bias assessment, Clinical peer review, PICO annotation, Guideline development, Statistical analysis,
Summary of Findings tables, Translation {linguistic), Screening and selecting studies, Using GRADE, Searching for evidence,
Training or mentoring

Methodological skills | interests: Statistics, Information retrieval, Screening and diagnostic test reviews, GRADEIng,

Prospective meta-analysis, Comparing multiple interventions (network meta-analysis and overviews)

As there is controversy regarding the use of bonding agents under fissure sealants and their effect on bond strength and

prevention of microlekeage, this systemic review will help to draw more informa

https://engage.cochrane.org/
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controlled Trials (CENTRAL)

 TCENTRALIsa highly concentrated source of reports of
randomized and quasi-randomized controlled trials

« Most records are taken from bibliographic databases (mainly
Pubmed and Embase as well as CINAHL, ClinicalTrials.govand
WHO'’s international Clinical Trials Registry Platform)
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Global screening challenges

The next Cochrane Crowd global challenge starts in

QOO

Days Hours Minutes Seconds

C Find out more )

http://crowd.cochrane.org/

Cochrane Crowd and COVID-19

Try Cochrane Crowd’s NEW task: COVID Quest! Are
* you up for a new challenge? Help us find studies

about COVID-19 for Cochrane’s COVID-19 register.
Head to your tasks page and you will see the new task there.
There’s a training module that will take you through what you

need to know.

As well as a new task, we are also running weekly screening
challenges - a chance for us as a community to come together

and find some trials.

The next community challenge will be on 14 Feb at 12PM

*

GMT.

C Crowd and COVID-19 )

1402 olo syotp 25 dncs oz
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1” Key Cancepts in Health Research

Learning mission: Get to grips with some of the key concepts in what makes a fair experiment,

Each module takes between 5-10 minutes to complete.

Y %

Tregtments can Anecdotes are The role of Comparing Like Size matters
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' Study Design for Complete Beginners
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é Cochrane Training for: RCT Identification
s Crowd

Welcome to training!
This is where you can learn more about this task.

We've put together a brief, interactive training module that will take you through the task and give

you the chance to practice.

You have to do the basic training module before being able to move on to the ‘live’ task. You can do
it as often as you like before progressing to live records and return to it as a refresher whenever you

want.

Continue Basic training -

There are other sets of records that you can use to explore slightly more difficult situations. As with
the basic training you can come back to these as often as you like, but unlike the basic training you

don't need to have done them before screening if you don't want to.

CStart Advanced training set)
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Improved Survival with Ursodeoxycholic Acid Prophylaxis in Allogeneic Stem Cell
Transplantation: Long-Term Follow-Up of a Randomized Study.

http://dx.doi.org/10.1016/j.bbmt.2013.10.014

We report the long-term results of a prospective randomized study on the use of ursodeoxycholic
acid (UDCA) for prevention of hepatic complications after allogeneic stem cell transplantation. Two
hundred forty-two patients, 232 with malignant disease, were randomized to receive (n= 123} or
not to receive (n=119) UDCA from the beginning of the conditioning until 90 days post-
transplantation. The results were reported after 1-year follow-up. UDCA administration reduced
significantly the proportion of patients developing high serum bilirubin levels as well as the
incidence of severe acute graft-versus-host disease {GVHD), liver GVHD, and intestinal GVHD. In the
UDCA prophylaxis group, nonrelapse mortality (NRM) was lower and overall survival better than in
the control group. After a 10-year follow-up, the difference in the survival and NREM in favor of the
UDCA-treated group, seen at 1 year, was maintained [survival 48% versus 38%, P= .037; NRM 28%
versus 41%, P= .01). A landmark analysis in patients surviving at 1 year post-transplantation
showed no significant differences between the study groups in the long-term follow-up in chronic
GVHD, relapse rate, NRM, disease-free survival, or overall survival. These long-term results continue
to support the useful role of UDCA in the prevention of transplant-related complications in

allogeneic transplantation. © 2014 American Society for Blood and Marrow Transplantation.

-
-

1o0f10

RCT/qRCT

Reject

Bita
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Improved Survival with Ursodeoxycholic Acid Prophylaxis in Allogeneic Stem Cell
Transplantation: Long-Term Follow-Up of a Randomized Study.

http://dx.doi.org/10.1016/j.bbmt.2013.10.014

We report the long-term results of a prospective randomized study on the use of ursodeoxycholic
acid (UDCA) for prevention of hepatic complications after allogeneic stem cell transplantation. Two
hundred forty-two patients, 232 with malignant disease, were randomized to receive (n= 123} or
not to receive (n=119) UDCA from the beginning of the conditioning until 90 days post
transplantation. The results were reported after 1-year follow-up. UDCA administration reduced
significantly the proportion of patients developing high serum bilirubin levels as well as the
incidence of severe acute graft-versus-host disease (GVHD), liver GVHD, and intestinal GVHD. In the
UDCA prophylaxis group, nonrelapse mortality (NRM) was lower and overall survival better than in
the control group. After a 10-year follow-up, the difference in the survival and NRM in favor of the
UDCA-treated group, seen at 1 year, was maintained (survival 48% versus 38%, P= .037; NRM 28%
versus 41%, P= .01). A landmark analysis in patients surviving at 1 year post-transplantation
showed no significant differences between the study groups in the long-term follow-up in chronic
GVHD, relapse rate, NRM, disease-free survival, or overall survival. These long-term pesults continue
to support the useful role of UDCA in the prevention of transplant-related complications in
allogeneic transplantation. @ 2014 American Society for Blood and Marrow Transplantation.

@ 3 Bita

We agree!

We said RCT/CCT. This record describes the
follow-up results of a randomised trial. Even
if the follow-up extended beyond the initially
conceived trial period, the record is eligible if
it reports on the outcomes believed to be
connected to the intervention or treatment.
A follow-up study that looked at something
not related to the intervention (such as years

of education) would not be eligible,

RCT/qRCT

Reject
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Training complete!

Well done! You have finished the training set.

90 0/0 Of the 20 questions, you got 18 correct. If you got less than 50% correct it's best if you redo the training before moving
on.

(Re~do the training module) ( Go to training page ) (Go to the dashboard)
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My Crowd activities summary

Here's a summary of your Cochrane Crowd activity to date.

(p
You have been signed MNumber of sessions
up since since March 2020
December 2016 36

32585

Number of
classifications
182

( Print summary )

You have
Earned
8 badges

7 (@ Bita

[F Tasks

JR. Dashboard

@ My Crowd activities

[> signout
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Task contributions

You have
contributed to

6 tasks

Accuracy

Task Classifications

-

| RCT Identification 121 0 ‘
| CT Identification SR * \
| COVID Quest Lite 15 o \
| HPY vaccination programmes 7 0 ‘
| Table Identification e i

Task Accuracy

We have calculated your accuracy for each of the [ RCTIdentification Oy )

mainstream tasks you have participated in.

| CTlidentification G >
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My Crowd activities summary

Here's a summary of your Cochrane Crowd activity to date.

You have been signed Number of sessions
up since since March 2020
August 2021 205

Jc5h5

Number of
classifications
12689

& ~*avery high degree of \

Print summary

v

You have
Earned
10 badges

accuracy"”

"equivalent [sic] of an expert
at this task”

"Only around 1% of the
community achieve the purple
h \ badge."

. -

Membership Certificate

This is to certify that the Governing Board has admitted
Amin Sharifan

To membership of The Cochrane Collaboration.

The membership started on 2021-08-13 and is due for renewal on 2026-09-16.

/— 0=

Chris Champion
Head of People Services
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To be classified RCT/g-RCT

Randomised controlled trial in human subjects

Sl Goge3l o Solas ouls JyS obojl,l8

Sometimes this kind of trial is called a randomised trial or an RCT.
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To be classified RCT/g-RCT

Comparative trial where randomisation is not

described

o] 00l im0 g (6 b S0l ] 30 4 Glamslio o b3l )5

You will sometimes come across records where there is a lack of detail regarding
whether the participants were randomised. It might say something like: “patients
were allocated into the experimental and control arms”. It’s impossible to know if
they were randomly allocated. In these cases, it is best to play it safe, and classify
the record as RCT/g-RCT (or Unsure).
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To be classified RCT/g-RCT

-randomised trial in human subjects

Sl Soge3l yo Bolai aly slbojl,ls

Sometimes the form of randomisation used is not truly random. For
example, treatment may have been allocated by date of birth or day
of the week. These are what we think of as quasi-randomised

trials (g-RCTs).
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To be classified RCT/g-RCT

randomised controlled trial
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This is where groups, rather than individuals, are randomised. For
example, the four hospitals in a city could be randomised to a new

protocol for Accident and Emergency (two hospitals to try the new
protocol and two to carry on as normal).



. cOchra ne Period 1 Period 2
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Study : / Washout
participants Randomization period

\
To be classified RCT/g-RCT

trials

~
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If you come across either a randomised crossover trial or a crossover
trial where it is unclear whether the participants where randomised,
you should classify these as RCT/g-RCT.
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To be classified RCT/g-RCT

Protocol to a randomised controlled trial

Holai ouds )y ooyl )5 S JSSg

This is arecord that describes a planned randomised controlled trial.
We’d like these to be captured as it is very useful to know what RCTs
are being planned.



I RCT Iranian Registry of Clinical Trials - Beta version

Search trials Help Login Apply for membership

Home

Welcome to Iranian Registry of Clinical Trials. This is
a Primary Registry in the WHO Registry Network set
up with the help from the Ministry of Health and
Medical Education (MOHME) and hosted by Iran
University of Medical Sciences (IUMS).

Read more »

Learning about trials

Read more »

32388 trials registered.

Search for Trials

Example: "Heart attack” AND "Tehran"

Advanced search

https://irct.ir/

Search Help

¢ How to search
¢ How to refine your search
¢ How to export data

Search
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To be classified RCT/g-RCT

of a randomised controlled trial
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Often seen on conference records. This is where a record that
describes the results of an on-going randomised trial is eligible.



Efficacy, safety, and lot-to-lot immunogenicity of an
inactivated SARS-CoV-2 vaccine (BBV152){interim results of
a randomised, double-blind, controlled, phase 3 trial

Raches Ella, Siddarth Reddy, William Blackwelder, Varsha Potdar, Pragya Yadav, Vamshi Sarangi, Vinay K Aileni, Suman Kanungo, Sanjay Rai,
Prabhakar Reddy, Savita Verma, Chandramani Singh, Sagar Redkar, Satyajit Mohapatra, Anil Pandey, Pajanivel Ranganadin,

Raghavendra Gumashta, Manish Multani, Shameem Mohammad, Parul Bhatt, Laxmi Kumari, Gajanan Sapkal, Nivedita Gupta, Priya Abraham,
Samiran Panda, Sai Prasad, Balram Bhargava, Krishna Ella, Krishna Mohan Vadrevu, on behalf of the COVAXIN Study Group*

Summary

Background We report the clinical efficacy against COVID-19 infection of BBV152, a whole virion inactivated
SARS-CoV-2 vaccine formulated with a toll-like receptor 7/8 agonist molecule adsorbed to alum (Algel-IMDG) in
Indian adults.

Methods We did a randomised, double-blind, placebo-controlled, multicentre, phase 3 clinical trial in 25 Indian
hospitals or medical clinics to evaluate the efficacy, safety, and immunological lot consistency of BBV152. Adults
(age =18 years) who were healthy or had stable chronic medical conditions (not an immunocompromising condition
or requiring treatment with immunosuppressive therapy) were randomised 1:1 with a computer-generated
randomisation scheme (stratified for the presence or absence of chronic conditions) to receive two intramuscular
doses of vaccine or placebo administered 4 weeks apart. Participants, investigators, study coordinators, study-
related personnel, the sponsor, and nurses who administered the vaccines were masked to treatment group
allocation; an unmasked contract research organisation and a masked expert adjudication panel assessed outcomes.
The primary outcome was the efficacy of the BBV152 vaccine in preventing a first occurrence of laboratory-
confirmed (RT-PCR-positive) symptomatic COVID-19 (any severity), occurring at least 14 days after the second dose
in the per-protocol population. We also assessed safety and reactogenicity throughout the duration of the study in
all participants who had received at least one dose of vaccine or placebo. This report contains interim results (data
cutoff May 17, 2021) regarding immunogenicity and safety outcomes (captured on days 0 to 56) and efficacy results
with a median of 99 days for the study population. The trial was registered on the Indian Clinical Trials Registry
India, CTR1/2020/11/028976, and ClinicalTrials.gov, NCT04641481 (active, not recruiting).

The Lancet Journal
DOI: https://doi.org/10.1016/50140-6736(21)02000-

-

@

CrossMark

Published Online
November 11, 2021
https://doi.org/10.1016/
50140-6736(21)02000-6

See Online/Comment
https://doi.org/10.1016/
50140-6736(21)02014-6

*All members listed in appendix 1
(pp 2-5)

Bharat Biotech International,
Hyderabad, India (R Ella MBBS,
S Reddy MSc, V Sarangi BSc,

V K Aileni PhD, § Prasad MBA,

K Ella PhD, K M Vadrevu PhD);
WB Statistical Consulting,
Bethesda, MA, USA

(W Blackwelder PhD); National
Institute of Virelogy, Indian
Council of Medical Research,
Pune, India (V Potdar PhD,
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We would like these to be classified as RCT/g-RCT. They can yield very
Important information about the longer-term effects of a treatment.
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Post-hoc analysis of a randomised controlled

trial
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Where an analysis has been done on a randomised controlled trial
that is in addition to the originally planned analysis. These are to be
classified as RCT/g-RCT as they can provide useful information about
the RCT, both its methods and its results.
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analysis of a randomised controlled
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Very similar to the post-hoc analyses, sub-group analyses of
randomised controlled trials can have useful information in them.
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Randomised controlled trial on
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For example a trial where one eye of a patient receives the experimental treatment
and the other eye does not. Often these studies don’t say whether they randomly
chose which part of the body would get the experimental treatment. Don’t worry
too much about that, just classify it as RCT/g-RCT.
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To be classified RCT/g-RCT

randomised controlled trial

ol o] yiS b1l S & gy 9 Aol Sl

All of these, if they relate to an RCT or g-RCT should be kept in. They
can provide useful additional information about the trial.



Diabetes Care. 2021 Jun; 44(6): 1454. PMCID: PMC8247519
Published online 2021 Apr 23. doi: 10.2337/dc21-er06 PMID: 33893165

Erratum. Clinical Translation of Cardiovascular Outcome Trials in
Type 2 Diabetes: Is There More or Is There Less Than Meets the Eye?
Diabetes Care 2021;44:641-646

Ele Ferrannini and Julio Rosenstock

» Copyright and License information  Disclaimer

This corrects the article "Clinical Translation of Cardiovascular Qutcome Trials in Type 2 Diabetes: |Is There

More or Is There Less Than Meets the Eye?" on page 641.

In the reference list of this article,E‘eference 7 was incorrect and is replaced as follows: ]

7. Buse JB, Garg SK, Rosenstock J, et al. Sotagliflozin in combination with optimized insulin therapy in
adults with type 1 diabetes: the North American inTandem1 study. Diabetes Care 2018;41:1970-1980

In addition, in Table 1 the incidence rates in the placebo arm (IRpj) and change in absolute risk (AIR)
presented for the LEADER trial have been corrected, and Figure 2 has been revised using the corrected
data.

The authors apologize for the errors. The online version of the article (https://doi.org/10.2337/dc20-0913)
has been corrected to include the new reference and the revised figure and table.
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Retraction notices to randomised controlled trials should be
classified as RCT/g-RCT. We want to know if any trials have been
retracted.



J Midlife Health. 2020 Oct-Dec; 11(4): 264. PMCID: PMC7978052
Published online 2021 Jan 21. doi: 10.4103/0976-7800.307580 PMID: 33767570

[ Retraction: Pffice Cervicoscopy versus Stationary Colposcopy in
Suspicious Cervix: A Randomized Controlled Trial

» Copyright and License information  Disclaimer

This retracts the article "Office Cervicoscopy versus Stationary Colposcopy in Suspicious Cervix: A Randomized

Controlled Trial" in volume 10 on page 115.

The original article titled “Office cervicoscopy versus stationary colposcopy in suspicious cervix: A
randomized controlled trial” published in Journal of Mid-life Health. on pages 115-122. Issue 3, Volume
10, 201{,[1] is being retracted because the same article was published later with title “E iﬁice cervicoscopy
versus stationary colposcopy in cases with suspicious cervix: a randomized controlled trial” in Journal of
Current Medical Research and Practice, on pages 355-361, Issue 3, Volume 4, 2019.[2] It was brought to

the attention of JMH's editorial board that there is substantial overlap of content in article published later in
JCMRP.

Plagiarism, fabrication, unethical or redundant publication violates the editorial policy of Journal of Mid-
life Health, which follows best practice guidelines given by the International Committee of Medical
Journal Editors (ICMJE) and Committee on Publication Ethics (COPE) mentioned on the Information for
Authors and as codified in the signed statements made by the authors regarding the copyright of their work.

This article has been retracted on request of the Editors-in-Chief and editorial board of the journal.
Editors-in-Chief:
Meeta Meeta, Vishal Tandon

Journal of Mid-life Health
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You are unlikely to come across many records like this but if you do,
you can classify it as RCT/g-RCT.
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Classify these evaluations as RCT/g-RCT.
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Randomised trials related to
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Trials that aim to assess an intervention or interventions that have
outcomes related to medical education should be classified as RCT/qg-
RCT.
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Randomised trials related to medical costs
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If the trial has medical related costs as an outcome, it should be
classified as RCT/q-RCT.
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If the trial has some healthcare aspect to it but it is in healthy people
you should classify this as RCT/g-RCT.
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Pooled analyses of randomised controlled trials

A pooled analysis is very similar to a meta-analysis but we currently
want pooled analyses of randomised controlled trials classified as

RCT/g-RCT. Pooled analysis that do not include any RCTs can be
rejected.
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Randomised controlled trial in non-human

subjects
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Animal studies are to be rejected.
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Open-label extension studies
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These are trials often carried out on some or all of the participants
from a randomised controlled trial. These are not the same as follow-

up studies. An open-label extension study is a new study, and not a
randomised one so it can be rejected.
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Randomised controlled trial in cadavers
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Randomised studies performed on dead bodies are out and this
Includes studies on specific parts of cadavers.
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Randomised controlled trial on extracted human

parts
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Extracted parts are not eligible. For example, a randomised trial on
extracted teeth is to be rejected.
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Randomised controlled trial in vitro
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A randomised trial performed on components of an organism isolated
from their usual biological surrounding is not eligible.
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Non-randomised controlled trials
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If a record explicitly states that a trial was non-randomised then it’s
out. Sometimes it’s hard to tell whether a trial was randomised in
some way or not. If you are not sure, select Unsure.
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Systematic review or literature review
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All systematic reviews are to be rejected (great though they are, they
don’t belongin CENTRAL).
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Meta-analysis or network meta-analysis
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All meta-analyses are to be rejected.
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trials
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Similar to a review or systematic review, an overview seeks to
summarise the available evidence. Overviews should be rejected.
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Case-control study
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Where some of the participants were ‘cases’ (those with the disease
of interest) and some are ‘controls’ (often healthy, age-matched

participants). Likely to come across quite a few of these. Might
describe them as a ‘controlled study’.
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Observational study
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For example longitudinal cohort studies or cross-sectional studies.
Observational studies differ from experimental studies in that the
researchers are observing and recording rather than testing a new
treatment or intervention.
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Methodological study of a randomised controlled

trial
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You are likely to come across a few of these — they are not reporting a
specific trial so they are not eligible.
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Such as a trial looking at the effect of different reward structures for
teaching young children.
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You can make a difference!

Become a Cochrane citizen scientist. Anyone can join our collaborative volunteer effort to help categorise and

summarise healthcare evidence so that we can make better healthcare decisions.

8« What is Cochrane Crowd

8,880,252
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