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Fabricated studies in women's health:
disconcerting experience from a
whistleblower
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AConcerns included implausible time-lines and effectsizes,
discrepancies between publication and triatregistration, data-copying
from other articles, plagiarism and wrong statistics.

A226/262 (86%) of cases were Retraction or Expression of Concern

AFor time reasons, | will not discuss the content of the cases, but just
process

AThe formal response numbers are reported to this meeting as abstract
OP20.3 (Tuesday 4pm Banqueting Hall)

EXO)
MONASH

University



Editors copied me in while writing to authors,
suggested a letterto-the-editor, named me In
the retraction message or published my name In
an editorial.
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Outcome

® 3212 + 547« 2505 + 659

An investigation of seven other publications by the first author of a
retracted paper due to doubts about data integrity

Clinical pregnancy
Ty S N0 SR CSEENGT SHNRSC L) JE i R 95 S ~

°3834 18 e I FY Y 6mo ® 9.20 + 0.89 #2893 + 0.72
32121547 o 3115+ 650 @ Spontaneous abortions e 9.86 + 041 =976 + 036 =

Duration of pregnancy at tire wine vi 10.0 I 2.0 1U.Z = 3.0 ~U.uuU 1
) Combination group Placebo group Spontaneous abortion
(n=53) (n=50) i g
Live births 67 (74) 59 (66) 0.25
0924089 e e 8934072 @ ‘::Z; fz‘;;’? f:’,:g :f;.): - Among patients with primary spontaneous «35/51 (69)  30/48 (63) 0.53
: 3 37422 3701424 abortions
©9386+04]1e @976 036 e 3115+ 6598 3090 + 715 Duration of pregnancy at the time of delivery 383 + 1.8e 342 4+ 1.2 <0.001
ARGAR00ms among live births, wk
I min 0924089 ©893+072 @ 8324 0.98 . ! i
EGA Estimated gestational age, ~ SVD (%) 30 (65) 32(71.1) 12 (63.2) Apgar score
SVD Spontancous vaginal deliv-  EGA at SVD (weeks) 381421 36.8+23 369+ 2.1 i 204+ 08928893 +-0.72 e i
cnc:e. CS Cesarean Sf:cl{ons No. of cesarean sections (%) 16 (35) 13 (28.9) 7(368) 1 m!n 9 20 + 0.89 8.93 = 0 :72 0 029
* Differences were significant at EGA at CS (weeks, mean 4 SD) 3864 1.9 370415 375414 5 min e 9.86 4+ 04122976 + 036« 0.083

P <0.05

? Values given as number (percentage), mean -+ SD, or number/number of patients with
primary spontaneous abortions (percentage), unless indicated otherwise.

Fawzy 2008 Arch Gynecol Obstet Ismail 2016a Int J Gynaecol Obstet
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EXPRESSION OF CONCERN

Expression of Concern

™ WILEY

Ismail AM, Hamed AH, Saso S, Abu-Elhasan AM, Abu-Elghar MM,
boprophylaxis among patients with recurrent spontaneous abort
Feb;132(2):219-23. 10.1016/].ijg0.2015.09.004.

This Expression of Concern is for the above article, published online

has been published by agreement between the journal Editor-in-Ch

Assiut University found that the data correlates
with the results and any similarities with other
studies is mostly due to chance.

made aware of concerns regarding the integrity of the data underly

ITTE LIS TEsearci ana raencar ODservations DELWeeI LS ar ticie ana two

others.m? The authors and Assiut University responded to the concerns raised and Assiut University conducted a full review of the raw data,

randomization process, study design and authorshig. Assiut University found that the data correlates with the results and any similarities with

other studies is mostly due to chance. However, the authors were unable to fully address concerns regarding randomization of the data, inclu-

sion criteria and discrepancies between the trial registration record and the reported outcomes. Given this, the journal has concerns regarding

the integrity of the research and has decided to issue this Expression of Concern.

REFERENCES
1. Fawzy M, Shokeir T, El-Tatongy M, Warda O, El-Refaiey AA, Mos

bah A. Treatment options and pregnancy outcome in women with idiopathic

recurrent miscarriage: a randomized placebo-controlled study. Arch Gynecol Obstet. 2008;278(1):33-38.
2. Ismail AM, Abbas AM, Ali MK, Amin AF. Peri-conceptional progesterone treatment in women with unexplained recurrent miscarriage: a random-
ized double-blind placebo-controlled trial. J Maternal-Fetal Neonatal Med. 2017;31(1):388-394.
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First published online: 7 June 2022

DOI: 10.1002/ijgo.14281
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Ismail AM, Hamed AH, Saso S, Abu-Elhasan AM, Abu-Elghar MM, Abdelmeged AN. Randomized controlled study of pre-conception throm-
boprophylaxis among patients with recurrent spontaneous abortion related to antiphospholipid syndrome. Int J Gynecol Obstet. 2016
Feb;132(2):219-23. 10.1016/].ijg0.2015.09.004.

This Retraction is for the above article, published online on 02 December 2015 in Wiley Online Library (wileyonlinelibrary.com), and has been

published by agreement between the journal Editor-in-Chief, Prof. Michael Geary, and John Wiley & Sons Limited. Following the publication

of an Expression of Concern in November 2021, the journal was made aware of further concerns raised in letters to the editor fro Prof. Ben

Mol, and subs¢quently a group of 25 international experts in obstetrics and gynecology. The authors of the letters pointed to the similarity of

23 involving multiple identical data values.

data in the article by Ismail et al. and two other previously published studies,
Ismail et al. and the institution where the research was conducted, Assiut University, responded to the concerns raised, but were unable to
address questions regarding identical data values, randomization of the data, inclusion criteria and discrepancies between the trial registration

record and the reported outcomes to the Editor-in-Chief's satisfaction.

Following review by the journal's Research Integrity Editor, further concerns were also raised regarding: the degree of difference between
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Editorial Board

In Review Tovah Honor Aronin, Ph.D. - Senior Editor, BMC series

Tovah Honor Aronin has been an Editor for BMC since 2016 and has bet
working on BMC Pregnancy and Childbirth since 2017. Before moving
into publishing, Tovah received her Ph.D. from Johns Hopkins Universit
Baltimore, USA, where she studied calcium signaling in yeast, developir
a novel microscopy probe for real-time measurement of calcineurin
activity. An early fascination with Punnett squares lead to a focus on
genetics, which then broadened into an interest in the communication

$ and application of scientific research across disciplines. Tovah is an

editor for the BMC series blog and is interested in promoting best

practices in health care.
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Correction: Antenatal cervical length G
measurement as a predictor of successful

vaginal birth

OmimaT.Taha', Mohamed Elprince, Khaled A. Atwa, Asmaa M. Elgedawy, Amal A. Ahmed and

Rasha E. Khamees

Correction: BMC Pregnancy Childbirth 20, 191 (2020)
https://doi.org/10.1186/s12884-020-02878-z

Following publication of the original article [1], the fol-
lowing corrections should be made:

The first paragraph of the results should read:

A total of 162 patients [66 (40.7%) nulliparous and 96
(59.3%) multiparous women] were recruited (Table 1).
Some of them had pregnancy-induced disorders as ges-
tational diabetes (1/66 in nulliparous and 5/96 in mul-
tiparous women) and gestational hypertension (4/66 in
nulliparous and 2/96 in multiparous women).

In Table 1, the mean cervical length measurement for
multiparous women was incorrect. The corrected Table 1:

The third paragraph of the results should be replaced
with the following:

There were significant associations between cervical
length and both onset of labor and mode of delivery in
nulli- and multi-parous women (Chi-squared test p-value
<0.001 for all).

Table 3 shows that there was a statistically significant
weak positive correlation between cervical length and
gestational age at delivery in nulli-parous women.

Published online: 23 November 2022

Corrections

ble 1 Demographic data (162 patients) Reference
1. Taha OT, Elprince M, Atwa KA, et al. Antenatal cervical length measure-

Nulli-parous Multi-parous p-value ment as a predictor of successful vaginal birth. BMC Pregnancy Child-
66/162 (40.7%) 96/162(59.3%) birth. 2020;20:191. https://doi.org/10.1186/512884-020-02878-z.

e (years) 25+36 288441 <0.001

ean=*SD)

I [kgfmz) 275+£23 29434 0.04

ean=%SD)

ucational status (N %)

\one 0 (0%) 6 (6.2%) 0.01

Viddle 12(18.2%) 30(31.3%)

digh 54 (81.8%) 60 (62.5%)

rvical length (mm)

Mean=5D) 433496 402+6.7 050

Vedian 430 430 096

2 original article can be found online at https://doi.org/10.1186/512884-

)-02878-z.

srespondence: omimatharwat@yahoo.com

partment of Obstetrics and Gynecology, Faculty of Medicine, Suez Canal

iversity, Round Road, Ismailia 41111, Egypt
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Corrections BMC pregnancy childbirth

1. Nutrition and diet myths, knowledge and practice during pregnancy and lactation among a sample of Egyptian
pregnant women: a cross-sectional study.

Abdalla M, Zein MM, Sherif A, Essam B, Mahmoud H.

BMC Pregnancy Childbirth. 2024 Feb 16;24(1):140. doi: 10.1186/s12884-024-06331-3.

PMID: 38365622 Free PMC article.
2 retractions

2. _Correction: Antenatal cervical length measurement as g predictor of successful vaginal birth.
lprince M, Atwa KA, Elgedawy AM, Ahmed AA

O M Dregnancy Childbirth. 2022 Nov 23;22(1):871. doi: 10.1186/s12884-022-05192-y.
36419028 Free PMC article. No abstract available.

stion: Safety and efficacy of preoperative tranexamic acid in reducing intraoperative and postoperative blood loss
1-risk w rgoing cesarean delivery: a randomized controlled trial.

Shalaby MA, Maged AM, |Al-Asmar A, El Mahy M, Al-Mohamady M, Rund NMA.

BMC Pregnancy Childbirth. 2022 Nov 7;22(1):823. doi: 10.1186/s12884-022-05102-2.

PMID: 36344921 Free le. No abstract available.

18 retractions Author with retracted paper
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Ashraf Nabhan - Ain Shams University, Egypt

Ashraf Nabhan is a Professor of Obstetrics and Gynecology at Ain
Shams University, Egypt. He is a consultant of Obstetrics and
Gynecology at the University Hospitals. His university hospital is one
of the largest maternity hospitals in the Middle East and Africa with
more than 16,500 births per annum. Nabhan's areas of interest,
where he published extensively, include high risk pregnancy and
operative obstetrics. He is a world expert in synthesized evidence
and in developing evidence-based clinical practice guidelines.
Among many credentials, He is the founder and director of Egyptian
Center of Evidence Based Medicine (ECEBM), renowned as a
national and regional center of excellence in Evidence Based Healthcare. His center is a
member of Global Evidence Synthesis Initiative (GESI) network and The Partnership for
Reproductive, Maternal, Newborn, Child & Adolescent Health (PMNCH). His center produces

Retracted article
See the retraction notice

Randomized Controlled Trial > Hum Reprod. 2006 May;21(5):1320-4.

doi: 10.1093/humrep/dei487. Epub 2006 Jan 12.

A randomized clinical trial of the effects of
isosorbide mononitrate on bone formation and
resorption in post-menopausal women: a pilot study

Ashraf F | Nabhan !

Retracted article
See the retraction notice

Randomized Controlled Trial > Int J Gynaecol Obstet. 2008 Dec;103(3):213-6.

doi: 10.1016/}.ijgo.2008.07.011. Epub 2008 Sep 21.

Isosorbide mononitrate versus alendronate for
postmenopausal osteoporosis

Ashraf F Nabhan ', Noha H Rabie




COPE relies on the institute of the
problematic authors
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Dr SheriefAbdelSalaam

Title: Concerns about data integrity of 30 randomized clinical trials from one author.

Authors: Kelly X Zhou?, Tim Skern?, Gideon Meyerowitz-Katz? , Ben W Mol® 34

. Shetaz2016 Table 1
E-mail ID

kelly.zhou@monash.edu

Name of the author
Miss Kelly X Zhou!

— , *indicates statistical significance (P<0.05).
Table 1. Clinical and laboratory data of the patients

" " - - TACE TACE and RFA TACE and MWA Group Name N (coun
Dr Gideon Meyerowitz-Katz? | gideon.meyerowitzkatz@health.nsw.j o Group 1 0
umin (g
Professor Ben W Mol% 3.4 ben.mol@monash.edu Before 3.27:0.16 8.40+0.16 3624033 Group 2 10 s
. After 3.18+£0.27 3.32+0.25 3.33+0.52
Corresponding author Fest 1.478 1.302 0.951 Source of Variation Sum of Squares df. Nerivies
5 P-value 0.232 0.261 0.342
Bilirubin (mg/d) Between Groups: 3872000 1 W 15314 0.2318
Before 1.41+£0.26 1.22+0.07 1 27+0.20
After 1-86t0»39 4 E=aA R AaAER AL AP0 N . o~ am - -~ m——- B - A & A
Ftest 4.586
| | Prale 0036 Elfert2016a Ta ble 1
Table 2. Serum level of a-fetoprotein before and after transarterial INR
. ' y e Before 1.21+0.10
chemoembolization within 1 and 3 months After 1.28+0.09
Ftest 7.334
- P-val 0.025* - 2 :
Group | (mean+SD) Group Il (mean+SD) t P-value AFPV(?\;?ml) Table B patmt baseﬁm Charadmst’cs
Before TACE ~ 1013.250+422,021 415,660+ 76.050 1564 __0.129 Before e
1 r:lrj:gtg after 333158120066 88000436310 2028 005" |- Fioa 5427 Parameters Baclofen (n=50) Placebo (n=50) Pvalue
3 months after  90.389+ 37.335 33.737+14.060 1.346 0002* AT UV 4054 1108
TACE Aft 53.4:+10.8 51 59+ +
Ar Az 1 Age [mean (SD)) (years) 51591726 53471822 O.268I022u
*indicates statistical significance. TACE, transarterial chemoembolization. ALTP'}'G';;’ 5001 Sex (male) [n (%)) 28 (56) 24 (48) 0.958
Boos  528:308 Serum albumin (g/dl) 3.03+058 3.154057 0.175|
ot 1s1 Total bilirubin (mg/di) 2.18+1.33 2034098 0,896
Serum creatinine (mg/dl) 1.05+£0.20 1.00£0.18 0.248
INR 146+£031 1541028 0.175
Chid-Pugh score 701+£1.56 6941162 0.260
Mean artenal pressure 90.34+887 91.32+9.76 0614
Serum caicum (mg/dl) 881+£035 90206 0.160




AbdElsalam2019a

Table 4. Comparison between the placebo group and the drug group in

muscle cramp characteristics 1 month after treatment

Placebo (n=50) Drug (n=50)

AbdElsalam2020b

Table 5. Muscle cramps frequency and severity in the pl:
orphenadrine groups after 1 month of treatment, and sid
both groups

[mean+SD (median)]  [mean+SD (median)] P value Piacebo {n = ‘?2); Drug (=
: mean + SD; mean +
Days until relief 8.25 (9,00) 3.80+1.61 <0.001 median media
Number of muscle 9+4 (10.0) 0.5+1 (0.0 <0.001 :
crampe/week Relived after 11.66 |+ 8.18 3.08 =+ 1
Duration [3:90} 1.15[Z.0) 0.71+1.06 (0.0)  <0.001 9.00 307
No./w (frequency) 11.19 £ 2.54 0911
11.0 1.00
Duration | 3.90 | 1.14 1.86+2
4.0 0.50
Pain score 7.24 +1.63 3273
7.50 3.00
\fter Huth0g &
B 1* L"'.,
14ee850 1113 T RSN
31
14 498167
J.ar " 3% ]
AbdElsalam2019a AbdElsalam2020b
Table 3. Laboratory investigations in the two groups Table 3. Baseline laboratory investigations in both group
Placebo (n=50) (mean+SD) Drug (n=50) (mean+SD) P value Placebo (n = 62); Drug (n = 62);
mean + SD mean + SD
Bilirubin 2.86+1.63 3.12+2.78 0.56
Albumin 2.02+0.40 214+0.41 0.14 Billirubin 2.26 + 1.62 2.04 + 1.51
PT 70.40+14.31 68.92+16.82 0.63 Albumin 3.30 + 0.49 3.40 + 0.54
Na 130.86 131.68+3.81 0.25 PT 75.40 + 14.19 79.51 + 18.48
K 3.94 m 4.10+0.74 0.17 Na 130.86 }+ 4,29 133.62 + 17.77
Ca 10.27+1.79 10.77+1.81 016 K 4.22 4.38 + 0.61
Ca 9.65 + 2. 9.91 +1.43

Ca calcium: K potassium: Na sodium: PT orothrombin time.

Group 1

Al EICF




Dear Ben

The concerns you raised with the Editor were put to the lead author and the reply
was subsequently sent to the Quality Assurance Unit, Faculty of Medicine, Tanta
University (Quality.assuranceunit@med.tanta.edu.eg) and the Dean of the Faculty
with a request for investigation in line with COPE (https://publicationethics.org )
guidelines. Other than errors in the number of patients recorded in Table 1 and 6
of EJGH 2020, 32:1042-1045 to be covered in an erratum, the Quality Assurance
Unit concluded they do not have any concerns about the articles and the authors,
and that the authors followed institutional protocol and guidelines, and is work
they have already checked. The Quality Assurance Unit at the Faculty of Medicine
have indicated their willingness to investigate any proven issues around these
articles.

Regards

Phil European Journal of

Gastroenterology

& Hepatology

The Retraction Watch Database

Author(s):| Abd-Elsalam, Sherief

Retraction or Other Notices

pject(s)/Journal --- Publisher/Affiliation(s)/Retractior
10 Item(s) Found

Philip J. Daly, PhD
Senior Lead Publisher, Medical Journals
Health Learning, Research & Practice

Wolters Kluwer

30 Churchill Place, 8t" Floor
Canary Wharf
London E14 5RE, UK

University




the Quality Assurance Unit, Faculty of Medicine, Tanta University
(Quality.assuranceunit@med.tanta.edu.eq ) and the Dean of the Faculty with a
request for investigation in line with COPE ( https://publicationethics.org )
guidelines. Other than errors in the number of patients recorded in Table 1 and 6 of
EJGH 2020, 32:104341045 to be covered in an erratum, the Quality Assurance Unit
concluded they do not have any concerns about the articles and the authors,

, PhD
Senior Lead Publisher, Medical Journals
Health Learning, Research & Practice

European Journal of

Gastroenterology
& Hepatology Wolters Kluwer

30 Churchill Place, 8" Floor
The Retraction Watch Database Canary Wharf

Author(s): Abd-Elsalam, Sherief London E14 5RE, UK
Retraction or Other Notices
pject(s)/Journal -— Publisher/Affiliation(s)/Retraction
10 Item(s) Found
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None of the casesflagged in institutes In
Canada, China, Egypt, Iran, India,
United Kingdom and Italy resulted

IN a serious investigation.
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porvcystic ovary synorow |

N-acetyl-cysteine is a novel adjuvant to clomiphene The effectiveness of clomiphene citrate in LH surge
citrate in clomiphene citrate-resistant patients suppression in women undergoing IUI: a randomized
with polycystic ovary syndrome controlled trial

Ahmed Y. Rizk, M.D..;* Mohamed A. Bedaiwy, M.D..” and Hesham G. Al-Inany, M.D.© Hesham Al-Inany, M.D., Ph.D.,* Hamdy Azab, M.D.,* Waleed El-Khayat, M.D.,* Adel Nada, M.D.,*
*Department of Obstetrics and Gynecology, Benha University, Benha; ® Department of Obstetrics and Gynecology Assiut Eman El-Khattan, M.D..* and Ahmed M. Abou-Setta, M.D., Ph.D."

School of Medicine, Assiut: and © Department of Obstetrics and Gynecology, Cairo University. Cairo, Egypt # Department of Obstetrics and Gynecology, Cairo University, Cairo, Egypt; and *Alberta Research Centre for Health Evidence,

University of Alberta, Edmonton, Alberta, Canada

Ahmed M. Abou-Setta, M.D., Ph.D.?

TABLE 1
Comparison of the baseline features and clinical outcomes of the two treatment groups. W b Alberta Resea_rch Cent]“e fOI' Health EVidenCC,
. Growp 1 Growp I —— University of Alberta, Edmonton, Alberta, Canada
Variable (n =75) (n=75) P value Basic charactensucs or ne stwua
Yy pPopuliauon.
Age (v) 289 + 470 0284 +570 NS
Duration of infertility (years) 50+29@ 044+26@ NS Group!  Groupll
Wt (kg) 101.3 + 124 99.2 + 12.3 NS Variable (n=115) (n = 115) Pvalue
Height (m) 164.1 + 5.31 162.5 + 5.7 \Ns\
BMI 0305+260 ©30.1+3.10 NS T | Age(y) 273+ 479 28.4@27@ NS P=0.0306
Waist/hip ratio —-86——0:05 8:87—=0-66 NS i i 314+190 24@160® NS P=0.0028
LH (IU/mL) Q104+220 @108+240 NS
S 047250 T e Unexplained infertiity ~ 61 (53%) 58 (50.4%) NS
Fasting insulin (U/mL) 18.8 + 4.7 172+ 4.4 NS 0.033 Mild male fact 54 (47%) 57 (49.6%) NS
Fasting glucose (mg/dL) 81.9 £ 126 85.9 + 14.1 NS Body mass index](kg/m°)®@28.5 + 1.6@ 28.1€-3.1® NS
E, at time of hCG (pg/mL) ® 360.3 +367.9 @ 120 + 10.0 .0007
Ovulation rate 49.3% 1.3% <.0001
Follicles >18 mm ®24+0970 0.01 +0.11* < 0001 TABLE 2
Progesterone 6.87 = 5.6 IRt <.0001 Cycle characteristics.
Endometrial thickness (mm) 059+070 049+190 NS : - -
Pregnancy 1o n 00006 Variable Group | (n = 115) Group Il {n = 115) P value
20nly one follicle was shown to be more than 18 mm in one patient. No. of canceled cycles 5110 8oz NS
mareguate response 4/5 6/8 NS
Rizk. Use of N-acetyl cysteine in patients with PCOS. Fertil Steril 2005, 5 Hyrt:e(bpla’;sal- ‘ 641:.::2 ) ° . 55 if; . :2 P—O 0493
asal miu/mi H 4 X - —_
. . . Basal FSH {mIU."m'L] @67:25@ @72:48 : NS ’
With the journal since November 2022 Days of stmuition 7218 81213 NS
E; at time of hCG (pg/mL) ‘ © 36031629 @ 260 = 110.0 <.05
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