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* Department of Obstetrics and Gynecology, Cairo University, Cairo, Egypt; and Alberta Research Centre for Health Evidence,
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TABLE 1 [

Basic characteristics of the study population.

Group | Group Il
Variable (n=115) (n = 115) Pvalue
P Age (y) 273+ 4.79 28.4@ 270 NS P=0.0306
TABLE 1 Duration of infertifty (y)  3.1+19@ 24@16® NS P=0.0028
Comparison of the baseline features and clinical outcomes of the two treatment groups. Cause of infertil
Unex infertility 61(53%) 58 (50.4%) NS
Group | Group Il
Variable (n = 75) (n = 75) P value / ild male fact 2).54 (47%)6. 57 (48;6%). NS
Body mass inde m)®28.5 + 1.6@ 28.1%- 3.1 NS
Age (y) 289+ 470 0284 + 570 NS L ko/
Duration of infertility (years) 50+29@ 044+26 @ /NS/ Note: NS = nonsignificant.
Wt (kg) 101.3 + 124 99.2 + 123 NS
Height (m) 164.1 + 5.31 1625 +5.7 NS Al-Inany. CC prevents LH surge. Fertil Steril 2010.
BMI 0305+260 030.1+310 NS
Waist/hip ratio —i-86——-65————--67"6-6— NS
LH (IU/mL) Q@104+220 9108240 NS
FSH (IU/mL) 047+250 @ 52+480 NS
LH/FSH ratio 2.2 2.1 NS
Fasting insulin (U/mL) 18.8 + 4.7 172+ 44 NS 0.033
Fasting glucose (mg/dL) 819 + 12,6 85.9 = 141 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 1822 <.000% Cycle characteristics.
Endometrial thickness (mm ®59:+070 049+190 NS
Pregnancy ( ) 1 0 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 §/110 8/107 NS
wadequate response 4/5 6/8 NS
Rizk. Use of N-acetyl cysteine in patienis with PCOS. Fertil Steril 2005. Hypemespanse ) 208 NS
Basal LH (miU/mL Q6i:220 @ss:249 Ns | P=0.0493
Basal FSH (miU/mL) @ 67:25@ @248 9 NS
Days of stimulation 72418 81413 NS
Ez at time of hCG (pg/mL) @ 36031629 @ 280 + 110.0 <.05
LH on day of hCG (miU/mL) for cases with 73+18 78422 NS
H no premature LH surge
® Identical value No. of follicles >16 mm @ 24:097@ 1311 <05
. . No. of patients with premature LH surge 6 (5.45%) 17 (15.89%) <.001
® |dentical decimal Endometrial thickness (mm) @59:07@ @ 49:19¢@ NS P<.0001
No. of clinical pregnancies 11 (10%) 9(8.41%) NS

Al-Inany, CC prevents LH surge. Fertil Steril 2010,
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error —-[ misconduct —+ fraud

non intentional

intentional

1. wrong observation
2. wrong analysis
3. inadequate record keeping
4. witholding method details
5. double and sliced publications
6. biased or post-hoc revision of study design
7. ignoring previous work of others
8. suppressing own data, dropping data points
9. undeclared conflicts of interest, corruption
10. undeserved authorship
11. unfair review, wrong testimony
12. espionage, giving away secrets
13. misuse of public funds
14. bullying, nepotism
15. overlookig others’ use of flawed data
16. suppressing fraud allegation
17. no informed consent
18. plagiarism
19. falsification
20. fabrication
21. illegal human experiments

difficultly detected

easily detected

Based on: Marcovitch et al. Croat Med J. 2010 doi: 10.3325/cmj.2010.51.7
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2829174/
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How big is the problem?



Research Letter
May 10, 2021

Trends and Characteristics of Retracted Articles in the Biomedical Literature,
1971 to 2020

Mario Gaudino, MD, PhD, MSCE'; N. Bryce Robinson, MD'; Katia Audisio, MD'; Mohamed Rahouma, MD'; Umberto Benedetto, MD?; Paul Kurlansky, MD3; Stephen E. Fremes, MD*

Figure. Time-Segmented Analysis Showing Number of Retractions, Percentage of Retractions, and Percentage of Retractions
Owing to Misconduct by Year
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NEWS | 12 December 2023

More than 10,000 research papers nature

wereretractedin 2023 —anew
record

The number of articles being retracted rose sharply this year. Integrity experts say that
thisis only the tip of the iceberg.

By Richard Van Noorden

M Journal articles M Conference papers

Number of retractions

2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2023*

*As of 8 December 2023

onature



Anaesthesia 2020 doi:10.1111/anae

15263

Original Article

False individual patient data and zombie randomised
controlled trials submitted to Anaesthesia

J. B. Carlisle'

1 Consultant, Department of P ve Medicine and Anaesthesia, 2 Consultant, Department of Intensive Care

, eri-operati
Medicine, Torbay Hospital, Torquay, UK

526 submitted RCTs
153 RCTs with raw data

Egypt
India

China
South Korea
Japan

73 (14%) false data of which 43 (8%) were zombie

67 (44%) false data of which 40 (26%) zombie

false data
9/10 (90%)
8/13 (62%)
27/56 (48%)
7122 (32%)
2/11 (18%)

zombie
7110 (70%)
6/13 (46%)
20/56 (36%)
1/22 ( 5%)
2/11 (18%)



Anaesthesia 2020 doi:10.1111/anae. 15263

Original Article L
False individual patient data and zombie randomised AN " ‘ ;}5"‘;"
controlled trials submitted to Anaesthesia SNS/
J.B.Carlisle'? Wi

-

1 Consultant, Department of Peri-operative Medicine and Anaesthesia, 2 Consultant, Department of Intensive Care
Medicine, Torbay Hospital, Torquay, UK

lohn Carlisle

Anaesthesia 2020

Editorial

circulate among us

J.P.A.loannidis

Meta-Research Innovation Center at Stanford (METRICS), Stanford University, Stanford, CA, USA

doi:10.1111/anae.15297

Hundreds of thousands of zombie randomised trials

1 Professor, Departments of Medicine, Epidemiology and Population Health, Biomedical Data Science, and Statistics



(3[ Cochrane
/o Library

Cochrane Database of Systematic Reviews

Prenatal administration of progesterone for preventing preterm

birth in women considered to be at risk of preterm birth (Review)

Dodd JM, Jones L, Flenady V, Cincotta R, Crowther CA

History of spontaneous PTB

perinatal mortality (6 studies; 1453 women; RR 0.50, 95% Cl 0.33 to 0.75)
preterm birth <37 weeks (10 studies; 1750 women; RR 0.55, 95% Cl 0.42 to 0.74)
preterm birth <34 weeks (5 studies; 602 women; RR 0.31, 95% Cl 0.14 to 0.69)
birthweight < 2500 g (4 studies; 692 infants; RR 0.58, 95% Cl 0.42 to 0.79)
assisted ventilation (3 studies; 633 women; RR 0.40, 95% Cl 0.18 to 0.90)
NEC (3 studies; 1170 women; RR 0.30, 95% Cl 0.10 to 0.89)
NICU (3 studies; 389 women; RR 0.24, 95% Cl 0.14 to 0.40)

Cochrane Database of Systematic Reviews 2013, Issue 7. Art. No.: CD004947.
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individual participant data from randomised controlled trials

N R TEey

Evaluating Progestogens for Preventing Preterm birth
International Collaborative (EPPPIC): meta-analysis of

a. UNIVERSITY

EPPPIC

IPD availability

Region Countries Available | Unavailable Total
trials trials

Africa Egypt
Australia Australia 1 0
Europe Denmark, Finland, France, 9 1 10

(including UK)  Netherlands, Spain, UK

Middle East Iran, Israel, Lebanon, Saudi 3 7 10
Arabia, Turkey,

North America  USA, Canada 14 1 15

South America  Brazil 1 1 2

South Asia India, Pakistan 2 2 4

32 17 49



Women (n) Relative risk (95% Cl)

Vaginal progesterone
Preterm (<37 weeks) 3769 |- 0-92 (0-84-1-00)
Preterm (<34 weeks) 3769 —. 0-78 (0-68-0-90)
Preterm (<28 weeks) 3769 e 0-81(0:62-1.06)
Maternal complications 2551 —— 1-14 (0-93-1-40)
Perinatal death 3769 - 074 (0-52-1-07)
Serious neonatal complications 3535 —_— 0-82 (0-65-1-04)
17-OHPC
Preterm (<37 weeks) 3053 e 0-94 (0-78-1-13)
Preterm (<34 weeks) 3053 — 0-83 (0-68-1-01)
Preterm (<28 weeks) 3053 —_— 0-73 (0-53-1-02)
Maternal complications 2946 1= 1-18 (0-97-1-43)
Perinatal death 3043 _— 0-88 (0-59-1-31)
Serious neonatal complications 3036 — = 0-81(0-60-1-09)

0 I25 0-'50 1.00 2 (I)O

4t“— —>
Favours progestogen Favours control

Figure 2: Main outcomes in singleton pregnancies for vaginal progesterone and 17-OHPC trials

History of spontaneous PTB

perinatal mortality (6 studies; 1453 women; RR 0.50, 95% Cl 0.33 t0 0.75)
preterm birth <37 weeks (10 studies; 1750 women; RR 0.55, 95% Cl 0.42 to 0.74)
preterm birth <34 weeks (5 studies; 602 women; RR 0.31, 95% Cl 0.14 to 0.69)
birthweight < 2500 g (4 studies; 692 infants; RR 0.58, 95% Cl 0.42 to 0.79)
assisted ventilation (3 studies; 633 women; RR 0.40, 95% Cl 0.18 to 0.90)
NEC (3 studies; 1170 women; RR 0.30, $5% Cl 0.10 to 0.89)
NICU (3 studies; 389 women; RR 0.24, 95% Cl 0.14 to 0.40)




Endometrial injury in women undergoing assisted

reproductive techniques (Review)

Nastri CO, Lensen SF, Gibreel A, Raine-Fenning N, Ferriani RA, Bhattacharya S, Martins WP

Cochrane
Library

Cochrane Database of Systematic Reviews

.|

The effect of endometrial injury on live birth and clinical
pregnancy among women undergoing IVF is unclear. The
results of the meta-analyses are consistent with an increased
chance, no effect and a small reduction in these outcomes.



Human Reproduction Update, 2023, 29(6), 721-740
human wtpa-//dol.org/10. 1093 humupd/dmado1s Database search (Pubmed, EMBASE, ClinicalTrials.gov) Studies identified through other sources
reproduction Advance Access Publication Date: June 19, 2023
OXFORD update Published n = 1014 ; Registered not published n = 305 Publishedn=1

Endometrial scratching in women undergoing
IVF/ICSI: an individual participant data meta-analysis

Nienke E. van Hoogenhuijze ) '*, Gemma Lahoz Casarramona’, Sarah Lensen () >, Cindy Farquhar®, Mohan S. Kamath (B °, Number Of StUdles aftel’ removal Of duphcates h= 954

Aleyamma T. Kunjummen®, Nick Raine-Fenning®’, Sine Berntsen®?, Anja Pinborg LJD '° Shari Mackens'?, Zeynep Ozturk Inal’?, . = " . . =
Emest HY. Nj Cb-) 13 Jennifer SM. Mak™®, Sachin A. Narvekar'*, Wellington P. Martins'®, Mia Steengaard Olesen‘f:Helen L. Torrance’, PUbI|Shed n= 664 ’ Reg|Stered not pUthhed n= 290
Ben W. Mol {2 **°, Marinus ).C. Eijkemans®, Rui Wang () **, and Frank J M. Broekmans*

Studies excluded:
Published n = 627 ; ¥
Registered not published n = 275 Studies screened for eligibility n = 954

Published n = 664 ; Registered not published n =290

[ )

Endometrial scratching IVF

Number of studies for which IPD were sought Number of studies for which IPD were not soughtn=1
35 e ll gl bl.e RCTS Published n = 37 ; Registered not published n =15 Registered not published ; Reason: Planned not to share

12 shared data, of which 2 had false data y '

Studies for which IPD were provided Studies for which IPD were not provided
Published * n = 14 ; Registered not published n=1 Published * n = 23 (3936 participants)
Participants for whom data were provided e Declined (3)
In published studies n = 4798 ; e No response (11)
In registered but unpublished studies n = 15 ¢ No response after initial contact (6)

Participants for whom no data were provided n=0

e [nability to share due to manuscript in preparation (1)

e Lost data (1)
Studies excluded n=2 e Probably duplicate (1)
E gypt (2 ) Discrepancies between IPD and i Registered not published n = 14°
AD that could not be resolved e Never started recruitment / no data recorded (5)

(640 participants) lran (7)’ Egypt (4), China (2), Canada,
S France, India, Israel, Italy, South Korea,
Turkey, USA
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Progesterone to prevent preterm birth 49 4 7 2 0 0 17 32 2 30
Endometrial scratching IVF 35 1 11 3 6 2 23 12 2 10
Outpatient vs inpatient methods for IOL 19 2 0 1 4 1 0 8 11 0 11
Vaginal misopr. vs vaginal dinopr. for IOL 52 11 10 10 8 3 0O 42 10 2 8
Balloon + misopr.| vs vaginal misopr. 23 4 0 5 2 6 0 17 6 2 4
Balloon versus Vaginal prostaglandins 60 3 24 9 8 3 O 47 13 1 12
Oral Miso vs Vaginal Dino 19 5 6 0 0 0 0 11 8 3 5
Vaginal Dino vs Cervical Dino 40 7 24 2 1 0 0O 34 6 - -
Oxy vs placebo for PPH prevention 14 7 2 0 1 0 0O 10 4 3 1
Total 297 37 82 31 28 19 199 98 12 80

67% (range 35%-85%) do not share data;from the 33% who shared
data, 13% were untrustworthy
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Titrated Misoprostol Versus Dinoprostone for Labor Induction
Amr H. Yehia', thab H. Abd El-Fattah', Karam M. Bayoumy', Ibrahim A. Abdelazim'*, Yasser Elshehawy', Noha H. Rabei’,

'Department of Obstetrics and Gynecology, Ain Shams University, Cairo, Egypt, “ Department of Obstetrics and Gynecology, Ahmadi Hospiltal,

0 0

0 0

o o 1 Age BMI Parity  time of ind ndication for induct

0 1 110 31 28.57382 PG 3943 DM

0 1 %

i b 111 33 I 36.68561 .l P2+1 40+1 decreased fetal kic
112 28 30.01125 PO+2 40+5 decreased fetal kic
| 37 28 35203 PG a1+? Post term

Intemational Joumal of Gynecology and Obstetrics 123 (2013) 207-212

Contents lists available at ScienceDirect

International Journal of Gynecology and Obstetrics

journal homepage: www.elsevier.com/locate/ijgo

CANECOLOGY
OISTETIICS

CLINICAL ARTICLE

Titrated oral misoprostol solution versus vaginal misoprostol for

labor induction

@ CrossMark

Comparison of Intracervical Foley’s Catheter
With Vaginal Misoprostol Versus Intravaginal
Misoprostol Alone for Cervical Ripening and
Induction of Labor

GA

Age Sex Parity
19 Female Multiparous 39
19 Female Multiparous 39

19 Female irimiiravida 39.2

19 Female  primigravida  40.3
20 Female  primigravida 39
20 Female  primigravida 39

20 Female rimigravida 39

21 Female Multiparous 38
20 Female  primigravida 40
20 Female  primigravida 40
20 Female Multiparous 40.1
22 Female Multiparous Bl
22 Female = Multiparous 37.1
21 Female Multiparous 39
20 Female  primigravida 41
20 Female  primigravida 41
22 Female  primigravida 38
22 Female  primigravida 38
22 Female  primigravida 38
22 Female  primigravida 38
22 Female  primigravida 38
21 Female  primigravida  40.1

21 Female irimiiravida 40.1
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Do we think we have a problem?



Do we think we have a problem?

Based on the above, | estimate that at least 30%
of the RCTs in women’s health are fabricated or at
least untrustworthy

What are the implications for clinical guidelines
and practice?
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The effects of sildenafil in maternal and fetal
outcomes in pregnancy: A systematic review
and meta-analysis

Raquel Domingues da Silva Ferreira»'*, Romulo Negrini»'?, Wanderley
Marques Bernardo®, Ricardo Simdes®, Sebastiio Piato'

1 Depat o0 &Gy clogy dade Santa Casa de Misericérdia de S3o Pauto, S3o
Paulo, Brazil, Sdo Paulo, 2 Dep ofO tics & Gy logy, Hospital Israelita Abert Einstein, Sdo
Paulo, Brazil, Sdo Paulo, 3 Med: D Universidade de Sao Paub, S3o Paulo, Brazi, Sdo Paulo

* raqueldsterreira @ gmail.com

Abstract

Background

The number of studies associating the use of sildenafil in gestation is increasing. This drug
inhibits phosphodiesterase type 5 (PDES5), an enzyme responsible for degradation of nitric
oxide, and its efficacy is greater in the placental territory, as the maternal side of the placenta
have more PDES than other sites. For this reason, promising results have been observed
related to the prevention of preeclampsia and intrauterine growth restriction and to improve-
ment of maternal-fetal morbidity in cases of placental insufficiency.

Objective
To evaluate the benefits of using sildenafil in pregnancy.

Searched strategy

MEDLINE, ClinicalTrials.gov, Embase, LILACS and Cochrane databases were searched
through September 2018. There was no restriction in language or year of publication. This
study was registered in PROSPERO (CRD42017060288).

Selection criteria

Randomized clinical trials which used sildenafil for treatment or prevention of obstetric dis-
eases compared with placebo were selected.

Data collection and analysis

The results were obtained using the inverse variance method for continuous variables and
Man-Whitney for categorical variables.

PLOS ONE| hitgs://doi.or/10.1371/ioumal.oone. 0219732 July24, 2019 1/15

DOI: 10.1111/1471-0528.17879

B OG An International Journal of
Obstetrics and Gynaecology

RETRACTION

Retraction: Management of Impacted Fetal Head at Caesarean
Birth

K. Cornthwaite, R. Bahl, C. Winter, Wright, J. Kingdom, K. Walker, G. Tydeman, A. Briley, M. Schmidt-Hansen, T. Draycott,
and the Royal College of Obstetricians & Gynaecologists. Management of Impacted Fetal Head at Caesarean Birth. BJOG.
2023;130(12):e40-e64, https://doi.org/10.1111/1471-0528.17534.

The above article, published on June 12,2023, in Wiley Online Library (Wiley Online Library), has been retracted by agreement
between the authors, journal Editor-in-Chief, Aris Papageorghiou, the Royal College of Obstetricians and Gynaecologists,
and John Wiley & Sons Ltd.

The retraction has been agreed following the retraction of (1), a key paper cited in the above article. The retraction of (1) notes
concerns regarding discrepancies between the retrospective trial registration and the published article. In light of this, the
Royal College of Obstetricians & Gynaecologists has determined that the data and subsequent results in the above article are
now implicated due to the discrepancies found in (1), particularly regarding the benefits of Fetal Pillow in relation to both
maternal and neonatal outcomes.

Reference:

(1) S.L. Seal, A. Dey, S.C. Barman, G. Kamilya, J. Mukherji, and J.L. Onwude, Retracted: “Randomized controlled trial of
elevation of the fetal head with a fetal pillow during cesarean delivery at full cervical dilatation,” International Journal of
Gynecology & Obstetrics 133, no. 2 (2016): 178-182, https://doi.org/10.1016/.ijgo.2015.09.019.



ASRM PAGES

Subclinical hypothyroidism in the
Infertile female population:
a guideline

Practice Committee of the American Society for Reproductive Medicine

American Society for Reproductive Medicine, Birmingham, Alabama

VOL. 104 NO. 3/ SEPTEMBER 2015

Summary statement. There is good evidence that levothyr-
oxine treatment in women with SCH defined as TSH >4.0
mlIU/L is associated with improvement in pregnancy and
miscarriage rates. There is insufficient evidence that levothyr-

ASRM PAGES M) Check for updates |

Subclinical hypothyroidism in the
Infertile female population:
a guideline

Practice Committee of the American Society for Reproductive Medicine

The American Society for Reproductive Medicine, Washington, D.C.

VOL. 121 NO. 5/ MAY 2024

e There is moderate evidence that treatment of SCH with lev-

othyroxine does not improve pregnancy loss, clinical preg-
nancy, or LB.



The American Society for Reproductive Medicine (ASRM) recently decided to exclude an RCT from Abdel
Rahman from their guideline, which reversed previous recommendations to prescribe levothyroxine
supplementation in infertile women with subclinical hypothyroidism.

The journal that had originally published the paper had published a correction.28, but the ASRM practice
committee decided to exclude the study because of the risk of error. While we in our post-publication assessment
did not assess this study, another paper had earned an EoC after we found signs of data-copying.2®



International evidence-based L o )
guideline for the assessment Research Integrity in Guidelines and eviDence synthesis

and B IC ] (RIG'D): a framework for assessing research integrity in

ovary syndrome . . & . .
e International Evidence-based guideline development and evidence synthesis
Guideline for the assessment e . e s . s o
Aya Mousa,”"? Madeline Flanagan,™ Chau Thien Tay," Robert J. Norman,” Michael Costello,” Wentao Li,”* Rui Wang,” Helena Teede,”™™" and
and management of Ben W. Mol
polycystic ovary syndrome
2023

'“‘,‘ ® After implementation of
the RIGID framework,
we decided not to use 45

e S of the 101 (45%)
e originally identified
i o studies.

Published Online 16 July
2024
https://doi.org/10.
1016/j.eclinm.2024.
102717
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Induction of labour / vaginal delivery

Study

Trustworthy IPD

Le Roux 2002

Dallenbach 2003

Tessier 2004

Dodd 2006

Young 2020
Trustworthy IPD Overall

Trustworthy non-IPD
Gherman 2001

Hofmeyr 2001

Majoko 2002

Moodley 2003

Shetty 2004

Henrich 2008

Rouzi 2014

Trustworthy non-IPD Overall

Trustworthy Combined Overall

Untrustworthy non-IPD
Shaheen 2014

Wang 2016

Wang 2020

Untrustworthy non-IPD Overall

Untrustworthy IPD

Elkady 2016

llyas 2016

Yehia 2016

Untrustworthy IPD Overall

Random effects model

Oral Miso Vaginal Dino

157

82
103
268
125

38
182
2280

105
41
101

Heterogeneity: 1% = 7%, * = 0.020, p =0.38
Test for subgroup differences: y; =6.92, df = 3 (p = 0.07)
Favours vaginal dinoprostone Favours oral misoprostol

239
101
132
366
172
1010

28
346
127
103
100
112

80
896

1906

53
212
2912
3177

170

50
104
324

5407

81
82
101
275
112

24
281
62
113
73
95
62

40
163
2115

87
40
102

Events Total Events Total

120
101
135
358
167
881

30
349
75
193
100
112
80
939

1820

53
199
2898
3150

172

50
108
330

5300

Odds Ratio

————

®

f
0.2

T T
05 1 2

1

5

OR

0.92 [0.58; 1.47)
1.00 [0.49; 2.03]
1.20 [0.68; 2.11]
0.83 [0.59; 1.16)
1.31 [0.82; 2.08]
0.99 [0.80; 1.22]

0.53 [0.16; 1.74]
1.31 [0.88; 1.94]
1.84 [0.80; 4.21]
1.07 [0.66; 1.74]
1.11 [0.59; 2.09]
0.82 [0.41; 1.67)
2.29 [0.96; 5.46)
1.20 [0.95; 1.52]

1.08 [0.92; 1.27]

0.82 [0.35; 1.96]
1.34 [0.79; 2.27]
1.34 [1.18; 1.51]
1.32 [1.18; 1.49]

1.58 [1.03; 2.43]
1.14 [0.42; 3.10]
1.98 [0.48; 8.14]
1.53 [1.05; 2.24]

95%-Cl Weight

6.2%
3.0%
4.5%
10.3%
6.2%
30.2%

1.1%
8.2%
2.2%
5.8%
3.7%
3.0%
2.0%
26.1%

2.1%
5.0%
27.1%
34.2%

7.1%
1.6%
0.8%
9.5%

1.19 [1.05; 1.36] 100.0%

Vaginal dinosprostone vs oral misoprostol



What | just showed

ASRM changed his policy on subclinical hypothyreodism after
exclsusion of an untrustworthy study

PCOS guideline drops after a robust assessment 45% of the
selected RCTs for integrity concerns

60% of the evidence base for growth hormone for poor ovarian
reserve is based on untrustworthy/fake data

Evidence base underlying the management of post-partum
hemorrhage and induction of labour is fake

NICE recommendations of the use of the fetal pillow during
caesarean section were based on fake data



What | just showed

The long-term idea that progesterone helps for threatened /
recurrent miscarriage is based on fake data; in reality it does not
work.

Heparin is not effective as preventative treatment for recurrent
miscarriage

The recommendation in the Australian RANZCOG guideline that
in women with PROM antibiotics should not be used is based on
fake data. When trustworthy data are used, antibiotics are likely

to reduce neonatal sepsis
The literature on calcium to prevent pre-eclampsia is flawed with

fake data



UNACCEPTABLE



Why unacceptable

1. Patient safety.

Truth and science; future science.
Public trust in science.

The many reliable researchers who work hard and do the right thing

o &~ w b

Countries reputation



RESEARCH

Investigating the impact of trial retractions on the healthcare
evidence ecosystem (VITALITY Study I): retrospective cohort
study

Chang Xu,* Shigi Fan,! Yuan Tian," Fuchen Liu,? Luis Furuya-Kanamori,? Justin Clark,*

Chao Zhang,” Sheng Li,° Lifeng Lin,” Haitao Chu,®® Sheyu Li,"® Su Golder,! Yoon Loke,*?

Sunita Vohra,*® Paul Glasziou,* Suhail A Doi,** Hui Liu®? On behalf of the VITALITY Collaborative
Research Network

Retracted trials have a substantial impact on the evidence
ecosystem, including evidence synthesis, clinical practice
guidelines, and evidence based clinical practice. Evidence
generators, synthesisers, and users must pay attention to this
problem, and feasible approaches that assist with easier
identification and correction of such potential contamination are
needed.
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Can we trust Cochrane reviews in infertility?

1. 26 Cochrane reviews, 516 RCTs
2. Of 563 RCTs, 195 (34.6%) RCTs were considered not trustworthy

3. Excluding these RCTs changed
1. the direction of pooled effect in 4.2% (5/119) of comparisons
2. change in significance was observed in 14.3% (17/119) of comparisons.



And what do we do about it?



Mol et al. Research Integrity and Peer Review
https://doi.org/10.1186/541073-023-00130-8

(2023)86 Research Integrity and

Peer Review

Checklist to assess Trustworthiness
in RAndomised Controlled Trials (TRACT
checklist): concept proposal and pilot

Ben W. Mol'?, Shimona Lai', Ayesha Rahim', Esmée M. Bordewijk?, Rui Wang', Rik van Eekelen®*,

34,7

Lyle C. Gurrin®", Jim G. Thornton®, Madelon van Wely**” and Wentao Li'

1) Governance

0 Absent or retrospective registration for RCTs. This is relevant
in RCTs started after 2010.

[0 Absent or vague description of research ethics or apparent
concerns regarding ethics.

0 Mismatch in numbers in the RCT and the trial registration

2) Author group

0 Number of authors < 3 or Low author-to-study size ratio,
especially RCTs with one or two authors only.

[0 Other studies of the first author or co-authors are retracted
(search PubMed and, if needed, retraction watch)

[0 Large amount of RCTs published in a small time frame by
one author or in one institute (e.g. >3 per year as first author)

3) Plausibility of intervention usage
O Implausible use of placebo or intervention (e.g., two interventions with one placebo).

O Unavailability of trial interventions in the RCT region

4) Timeframe

oligohydramnios recruited in a single center in 15 months)
O Implausible short time between ending of recruitment, ending of follow-up and submission of the paper

O Animplausible fast recruitment of participants in the study time (e.g. 184 singleton pregnancies with idiopathic

5) Drop-out rates

O Zero participants loss to follow up or no reasons mentioned for loss to follow up

O The perfect amount of losses to follow up resulting perfectly round numbers, i.e. 2 groups
of 50, 2 groups of 100, etc.

6) Baseline characteristics
O

a

No or few baseline characteristics presented.

Implausible patient characteristics judging from common sense, the literature, and local data (e.g. standard
deviations are similar for completely different characteristics with different means or distributions).

O Perfect balance for all baseline characteristics.

7) Outcomes
[ Effect size that was much larger than in other RCTs regarding the same topic  (heterogeneity).
[ Large effect size with a small sample size.

O Conflicting information between outcomes. (for example more ongoing pregnancies then clinical pregnancies)



0 P Q R S T AD AE AK AL J AR AS AT AU AV AW
I Sample 2 idpoint t Minimum t Maximum t Orig t Orig p YMid ¢ 'Mid P {
iD1.Min Ml.Max ' SD1.Max SD2 t p.t t.Min p.t.Min t.Max p.t.Max (optional)
3.05 40.10 3.15 39.70 0.50 70 0.933 0.353 0.654 0.514 1.221 0.224 0.56 0.93] 0.3527
0.55 0.25 0.65 0.20 0.60 70 0.000 1.000 -0.910 0.364 1.076 0.284 0.79 0.00 1.0000
-0.02 0.13 0.08 0.07 0.30 70 0.278 0.782 -2.097 0.038 3.670 0.000 0.79 0.28 0.7818
3.35 25.65 3.45 25.10 3.40 70 0.870 0.386 0.686 0.494 1.060 0.291 0.34 0.87 0.3858
2.45 7.95 2.55 7.20 2.60 70 1.624 0.107 1.365 0.174 1.893 0.060 >0.999 1.62 0.1067
0.85 12.15 0.95 11.90 0.80 70 1.390 0.167 0.656 0.513 2.214 0.028 0.30 1.39 0.1669
0.15 0.95 0.25 1.00 0.20 70 -2.958 0.004 0.000 1.000 -7.888 0.000 0.42 -2.96 0.0036
2.85 6.75 2.95 7.00 2.70 70 -0.633 0.527 -0.415 0.679 -0.860 0.391 0.55 -0.63 0.5275
604.35 1607.15 604.45| 1365.30 607.70 70 2.360 0.020 2.359 0.020 2.362 0.020 0.02 2.36 0.0197
2.95 6.95 3.05 5.80 3.10 70 2.133 0.035 1.908 0.058 2.366 0.019 0.03 2.13 0.0347
2.55 4.85 2.65 4.20 2.50 70 1.392 0.166 1.138 0.257 1.656 0.100 0.06 1.39] 0.1662
2.15 4.75 2.25 3.60 2.30 70 2.892 0.004 2.572 0.011 3.226 0.002 0.01 2.89 0.0045
27.35 62.35 27.45 52.20 29.80 70 2.087 0.039 2.063 0.041 2.112 0.037 0.04 2.09 0.0387
1.75 11.65 1.85 12.60 1.60 70 -3.474 0.001 -3.038 0.003 -3.937 0.000 0.00 -3.47 0.0007
717.45 3383.55 717.55| 3653.50 856.00 70 -2.022 0.045 -2.022 0.045 -2.023 0.045 0.02 -2.02 0.0451
0.55 1.65 0.65 1.40 0.70 707 #rReF! ¥ 4ReEF! ¥ #REF! 7 #REF! ¥ #REF! 7 #REF! 0.147 #rREF! ¥ #REF!
0.14
0.58 2.07 0.68 2.20 0.68 80 -1.737 0.084 -0.717 0.474 -2.925 0.004 0.02 -1.74
85.95  236.05 86.05| 283.00 106.00 aoI -3.080 0.002 -3.072 0.003 -3.088 0.002 0.02 -3.08
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ELSEVIER Journal of Clinical Epidemiology 180 (2025) 111603

METHODOLOGICAL ASPECTS OF RESEARCH INTEGRITY AND CULTURE

Assessing the scientific integrity of the collected work of one author or
author group

Jeremy Nielsen”, Esmée M. Bordewijk™”, Lyle C. Gurrin®, Siddharth Shivantha’,
Madeline Flanagan®, Sue Liu’, May M. Linn®, Kelly X. Zhou?, Rik van Eekelen”,
Nicholas J.L. Brown®, Jim Thornton’, Ben W. Mol®&*
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BJOG: An International Journal of Obstetrics & Gynaecology W l L E Y

B OG An International Journa | of
Obstetrics and Gynaecol logy

Clinical Resear::h in Women's Health

Siddharth Shivantha! @ | Nicole Ling Shan Au! | Lyle Gurrin? | Jim Thornton® @ | Jeremy Nielsen! @@ | Ben W. Mol'#

STATUS N=891 ASSESSMENT OUTCOME

(%)
Completed investigation 183 29.5

Retraction 152 58

Expression of concern /5 29

No wrongdoing found 30 11

Correction 6 2

Pending 628 60.5
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Journal Case Completion Rate

Median
Time to
Response
Number of (Months)
Flagged Case Expression Investigation Pending *Assuming
Papers Completion Retraction of Concern Correction concluded no Investigation 30days
Journal Publisher N=891 Rate (%) N=1527 N = 757 N =6’ action N = 30 N =6287 per month
Journal of Maternal-Fetal Taylor & & " o o " o "
L o Francis 78 (8.8%) 29 (37%) 11(14%) 18 (23%) 0 (0%) 0 (0%) 49 (63%) 20
International Journal of
Gynecology and Wiley Blackwell 67 (7.5%) 23 (33%) 13 (19%) 0 (0%) 0 (0%) 10 (15%) 44 (66%) 24
Obstetrics
:‘;zhggztgtfr%m Springer 60 (6.7%) 31(52%) 15(25%) 16 (27%) 0 (0%) 0 (0%) 29 (48%) 25
Fertility Sterility Elsevier 57 (6.4%) 22 (39%) 14(25%) 2(3.5%) 1(1.8%) 4 (7.0%) 36 (63%) 15
European Journal of
gbifggl‘;s a"adn 3 Elsevier 38 (4.3%) 16 (42%) 14 (37%) 2(5.3%) 0 (0%) 0 (0%) 22 (58%) 17
Reproductive Biology
European Journal of
Contraception and Taylor & F i - = & > é
Reproductive Health Prameia 24 (2.7%) 19 (79%) 18 (75%) 0 (0%) 0 (0%) 1(4%) 5 (25%) 16
Care
E%%:Zg?;g\éeomine Elsevier 20 (2.2%) 5(25%) 5 (25%) 0 (0%) 0 (0%) 0 (0%) 15 (75%) 23
Human Reproduction Oxford 7 1 0 0 0 1 6

" Data are n (%) unless otherwise specified; % Calculated from the number of completed cases



Publisher Case Completion Rate

Median Time

Number to Response
of Investigation (Months)

Informed Case Expression concluded no Pending *Assuming

Papers Completion Retraction of Concern, Correction action Investigation  30days per
Status N = 891 Rate (%) N = 1527 N =757 N=6" N = 307 N = 6287 month
Elsevier 203 (23%) 61 (30%) 43 (21%) 10 (4.9%) 2 (3.3%) 6 (3.0%) 142 (70%) 17
;?grlngs 170 (19%) 71 (42%) 50 (29%) 20 (11%) 0 (0%) 1 (0.6%) 99 (58%) 20
Springer 153 (17%) 50 (33%) 26 (17%) 18 (11%) 2 (4.0%) 4 (2.6%) 103 (67%) 18
\é\llgizwell 125 (14%) 37 (30%) 17 (14%) 8 (6.4%) 1(2.7%) 11 (8.8%) 88 (70%) 24
‘P’(‘{S&Z’f 45(51%) 22 (49%)  5(11%) 14 (31%) 0 (0%) 3 (6.7%) 23 (51%) 13
Oxford
University 13 (1.5%) 3 (23%) 1(7.8%) 0 (0%) 0 (0%) 2 (15%) 10 (77%) 10
Press
Termedia 11 (1.2%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 11 (100%) 17
Karger 9 (1.0%) 7 (78%) 2 (22%) 4 (44%) 0 (0%) 1(11%) 2 (22%) 5

" Data are n (%) unless otherwise specified; % Calculated from the number of completed cases




THE EUROPEAN JOURNAL OF CONTRACEPTION & REPRODUCTIVE HEALTH CARE

2024, VOL. 29, NO. 3, 83-84 Taylor & Francis
https://doi.org/10.1080/13625187.2024.2333421 Taylor &Francis Group
EDITORIAL M) Check for updates

Retraction of peer-reviewed articles, a difficult but crucial choice:
our experience from The European Journal of Contraception &
Reproductive Health Care

After a robust process, the journal has retracted 18 of 19 cases investigated




Is rectal misoprostol really effective in the treatment of
third stage of labor? A randomized controlled trial

Eray Caliskan, MD, M. Mutlu Meydanli, MD, Berna Dilbaz, MD, Burcu Aykan, MD,
Meral Sonmezer, MD, and Ali Haberal, MD

Ankara, Turkey

OBJECTIVE: The purpose of this study was to compare misoprostol 600 ug intrarectally with conventional
oxytocics in the treatment of third stage of labor.

STUDY DESIGN: In a controlled trial, 1606 women were randomly grouped to receive (1) oxytocin 10 IU plus
rectal misoprostol, (2) rectal misoprostol, (3) oxytocin 10 1U, and (4) oxytocin 10 IU plus methylergometrine.
The main outcome measures were the incidence of postpartum hemorrhage and a drop in hemoglobin con-
centration from before delivery to 24 hours after delivery.

RESULTS: The incidence of postpartum hemorrhage was 9.8% in the group that received only rectal miso-
prostol therapy compared with 3.5% in the group that received oxytocin and methylergometrine therapy

(P =.001). There were no significant differences among the 4 groups with regard to a drop in hemoglobin
concentrations. Significantly more women needed additional oxytocin in the group that received only rectal
misoprostol therapy, when compared with the group that received oxytocin and methylergometrine therapy
(8.3% vs 2.2%; P < .001). The primary outcome measures were similar in the group that received only rectal
misoprostol therapy and the group that received only oxytocin therapy.

CONCLUSION: Rectal misoprostol is significantly less effective than oxytocin plus methylergometrine for the
prevention of postpartum hemorrhage. (Am J Obstet Gynecol 2002;187:1038-45.)

Key words: Rectal misoprostol, oxytocin, methylergometrine, third stage of labor, postpartum he-
morrhage

October 2002
Am | Obstet Gynecol

Oral Misoprostol for the Third Stage of Labor:
A Randomized Controlled Trial

Eray Caligkan, Mp, Berna Dilbaz, mp, M. Mutlu Meydanli, Mp, Nilgiin bzti'u'k, MD,

Mehmet Ali Narin, MDp, and Ali Haberal, Mp

OBJECTIVE: To compare oral misoprostol with conventional
oxytocics in the management of the third stage of labor.

METHODS: In a controlled trial, 1574 women were random-
ized into four groups, as follows: Group 1 received intrave-
nous infusion of oxytocin 10 IU plus oral misoprostol 400
pg, followed by two doses of oral misoprostol 100 ug 4
hours apart; group 2 received oral misoprostol 400 pug,
followed by two doses of oral misoprostol 100 ug 4 hours
apart; group 3 received intravenous infusion of oxytocin 10
IU; and group 4 received intravenous infusion of oxytocin
10 IU plus intramuscular administration of methylergono-
vine maleate (Methergine) 0.2 mg. The incidence of post-
partum hemorrhage and decrease in hemoglobin concen-
tration from before delivery to 24 hours postpartum were
the main outcome measures.

RESULTS: The nrimarv anfcome measnres were similar in

Evidence from several controlled trials suggests that
the prophylactic use of oxytocics in the third stage of
labor has been beneficial in reducing blood loss and the
incidence of severe postpartum hemorrhage.” There are
potential problems with the parenteral use of oxytocin
and methylergonovine maleate (Methergine), such as
the need of protection from light, requirement of refrig-
eration, and the need of clean needles and syringes (an
important consideration in the era of hepatitis and hu-
man immunodeficiency virus infection).” On the other
hand, methylergonovine maleate is ineffective in reduc-
ing postpartum hemorrhage when administered orally.*

Oral misoprostol, a prostaglandin E; analogue, is a
stable and inexpensive drug with a simple method of
administration. Based on their clinical observations, El-

L A 1ha 1 1 ~ 1 .

Obstet Gynecol 2003;101:921- 8.
2003 by The American College of Obstetricians and Gynecologists
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Am J Obstet Gynecol. 2002 Oct;187(4):1038-45.

Table I. Demographic characteristics of groups

Group

Misoprostol + oxytocin

Misoprostol alone

Oxytocin alone

Oxytocin + methylergome

Characteristic (n=401) (n=39) (n=407) (n=402)
Maternal age (y)* 25553 253 +5.1 25+ 5.1
Body mass index (kg/m?)* 9282+ 3.4 28.3 + 3.9 279+ 45] 27.8+3.9
Parity (n)* ®08=1 ®08+09

Pl‘ilnip:«ll‘-l(ll)f 205 (51.1%) 194 (48.9%) 194 (47.6%) 202 (50.7%)

Multipara (n)t 191(47.6%) 198 (50%) 196 (48.1%) 194 (48.7%)

Grandmultipara (n)§ 5(1.2%) 4 (1%) 7 (1.79 5 (1.4%
Gestational age (d)* 275 + 11 275 + 13.4
Predelivery hemoglobin level (g/dL)* 113+13 11.3+1.3 7 5
Predelivery hematocrit level (%)* @352+ 34 35+ 35 g :
Maternal anemia (hemoglobin < 10 g/dL) { 42 (10.6%) 38 (9.5%) 39 (9.5%) 36 (8.9%)
Antepartum blood transfusion} 2 (0.5%) 3(0.7%) 5 (1.2%) 3 (0.7%)

Data are presented as mean £ SD, unless otherwise indicated.

*No statistically significant difference among groups (> .05), analysis of variance, Tukey test.
1No statistically significant difference among groups (P> .05), chisquare test.
1No statistically significant difference among groups (£>.05), Fisher exact test.

Table III. Outcome variables of women who received rectal misoprostol therapy with or without oxytocin compared
with women who received intravenous oxytocin therapy with or without methylergometrine

Group

Misoprostol + oxytocin

Variable (n=401)

Misoprostol alone

(n=396)

Oxytocin alone
(n=407)

Oxytocin + methylergometrine
(n=402)

28 (6.6%)
11 (2.7%)

Blood loss 2500 mL. (n)
Blood loss 21000 mL (n)

Drop in hemoglobin level (g/dL)? 1.5+ 1.3@
Drop in hematocrit level (%)1 44£4.1
Length of third stage (min) 8.6+ 3.3

2 (0.5%)
17 (4.2%)
12 (2.9%)

Third stage =30 min (n)
Additional oxytocin (n)
Additional methylergometrine (n)

Evacuation of the uterus because of retained 6 (1.4%)
products (n)**
Postpartum blood transfusion (n) 4 (1%)

39 (9.8%)*
17 (4.2%)t
1.5+1.2
4.7+4.3
9.3 + 4§

12 (3%)

33 (8.3%)1

I8 (4.5%)#
3(0.7%)

12 (3%) 1

33 (8.1%)

2 (0.5%)
26 (6.7%)
14 (3.6%)

4(1%)

13 (3.3%)

14 (3.5%)
201 7%

9 (2.2%)
\(1.4%)
2Y0.5%)

4[1%)

\4

1. Demographic Characteristics of the Four Treatment Groups

Obstet Gynecol. 2003 May;101(5 Pt 1):921-8.

Oxytocin and
Misoprostol methylergonovine
and oxytocin Misoprostol Oxytocin maleate
Characteristic (n = 404) (n = 388) (n = 384) (n = 398)
al age (y)* 25.6 =5 24.4 + 4.7 5+ 511
Body mass index* @282+ 4.6 27.6 + 3.7 27.9 + 4.5] 27.7£85
Parity* ©08+09 ©0.8 + 0.96
Primiparas' 183 (45.2) 181 (46.6) 194 (50.5) @202 (50.7)
Multiparas’ 217 (53.7) 203 (52.3) 190 (49.4) @194 (48.7)
Grandmultiparas* 3(0.7) 4(1) 4 (1 2 (0.5
Gestational age (d)* 276 + 11.2 276 = 11.1 5
Predelivery hemoglobin (g/dL)* 114 + 1.4 115+ 1.2 4+ (114 +12]
Predeclivery hematocrit (%)* @352 £3.6 352+33
Maternal anemia (hemoglobin < 10 g/dL)" 46 (11.3) 40 (10.3) 42 (10.9) 34 (8.5)
Antepartum blood transfusion® 5(1.2) 2 (0.5) 3(0.7) 2 (0.5)

Data presented as mean * standard deviation or 2 (%).

* No statistically significant differences among groups (P> .05), analysis of variance, Tukey test.
' No statistically significant differences among groups (P> .01), ¥* test.
¥ No statistically significant differences among groups (P> .01), Fisher exact test.

Table 3. Outcome Variables of Women Receiving Oral Misoprostol With or Without Oxytocin Compared With Those
Receiving Intravenous Oxytocin With or Without Methylergonovine Maleate

Oxytocin and
Misoprostol methylergonovine
and oxytocin Misoprostol Oxytocin maleate
Variable (n = 404) (n = 388) (n = 384) (n = 398)
Blood loss = 500 mL 13 (3.2)* 35 (9)" 28 (7.3) 14 (3.5)
Blood loss = 1000 mL* 6 (1.4) 14 (3.6) 15 (3.9) 5 (1.2)
Drop in hemoglobin (g/dL)$ 14+13® 14=11 ] 3
Drop in hematocrit (%)% 42 * 4 41+35 45 £ 37] 4.6 + 3.6/
Blood loss 280 + 182! 328 + 1527 312 + 176 296 * 168
Length of third stage (min) 8.8 + 3.8 9.2 +37 8.7 + 171 8.4 +1.7
Third stage = 30 min* 3(0.7) 3(0.7) 2 (0.5) 1)
Additional oxytocin 10 2.4)* 23 (5.9) 26 (6.7) 9 (2.2)
Additional methylergonovine 3 (0.7)* 19 4.8)" 14 (3.6) 1)
maleate
Subsequent evacuation of uterus’ 2 (0.5) 2(0.5) 4 (1) 2 (p.5)
Postpartum blood transfusion® 5(1.2) 14 (3.6) 13 3.3) 6 (1.5)
\Vj

DNara nresented as mean + standard deviatian ar # (0h)



Am J Obstet Gynecol. 2002 Oct;187(4):1038-45. Obstet Gynecol. 2003 May;101(5 Pt 1):921-8.

Cochrane Trusted evidence.
= L H b Informed decisions.
1 iorary Better health. Cochrane Database of Systematic Reviews

Analysis 8.9. Comparison 8 Misoprostol vs Oxytocin, Outcome 9 Change in haemoglobin.

From: Stephanie Casway <SCasway@greenjournal.c
Date: Friday, 6 January 2023 at 3:24 am

Study or subgroup Misoprostol Oxytocin Mean Difference Weight Mean Difference

To : Be n M Ol < be n L m OI @ m 0 n a S h o e d u > N Mean(SD) N Mean(SD) Random, 95% CI Random, 95% CI
i " i o : : Acharya 2001 30 12 (8.4) 30 11(7) - 1.7% 1(-2.9,4.9)
Cc: "Dr. Jason Wright" <jwright@greenjournal.org> swsiz N —_—t— 2550 AsasE)
. . . 3 Al-Sawaf 2013 28 13(9) 37 12(9) : 1.42% 1(-3.42,5.42)
Subject: Follow up: concern over Caliskan papers ... e b W med — —— sst2s2000)
Atukunda 2014 570  9.4(143) 569 9.6(16.7) —_— 3.8% 02(-2.01,161)
Benchimol 2001 186  96(235) 19  67(201) ; RV 29(-15,7.3]
Good Morning Dr. MOI, Caliskan 2002 396 15(12) 407 14 (14) —_— 3.81% 1-0.8,2.8)
Caliskan 2003 388 14(11) 384 14 (14) —_— 3.84% 0[-1.78,1.78)

Thank you for your patience while we reviewed your concerns for Caliskan et al. After an
investigation, we have decided not to pursue any action against the author, as we do not
believe there is ample evidence of misconduct.

After an investigation, we have decided not to pursue any
action against the author, as we do not believe there is
ample evidence of misconduct. O

\4
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Warm-up / Cool-down Exercises

1. Head Tilt (side to side)

RR T RR
A RARRA B

niar (hold 10 seconds)

6.Quadriceps
(hold 10 seconds) 8 Reach

9.5ide Reach
(wide stance - reach arm across body)

Fig.2 Warming up and cooling dows phuses of excrcise
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Warm-up / Cool-down Exercises

i

1. Head Tilt (side to side)

A HARA |
@j 1401

*Recruitment April 2016 to May 2017; Assessment for all
manifestation was carried after 3 months of enrolment;
paper submitted 24 October 2017

*BMI (21) is very low and strongly deviant from the BMI of

10.1002/ijgo.14737

*The description of the exercise in the text has nothing to
do with the figure. Figure 2 can be found in a 2013

Vietnamese BLOG

* https://coibongda.blogspot.com/2013/02/how-to-warm-

up-and-cool-down.html

How to Warm Up and Cool Down

Warm-up / Cool-down Exercises

1. Head Tilt (side to side)

2.Arms
E |z E zi ? )i 4
5.Calf Stretch
4,
o (hold 10 seconds)

Nén xem

Lam moi thir vé&i canh tay
Tang cwéng stre manh ndi tai
Cach xay dung teamwork

KT ndng quan trong nhét trong béng
da

Diéu quan trong nhét trong chién
thuéat clia Barca

[Important] Cach che ngudi hop ly

Barcelona tactics under Pep
Guardiola

Barcelona's secret to soccer success
2 bai tap luyén tim

Proper Running Form

How to Warm Up and Cool Down
Triét ly phong tha

Xé hang: ki thuat thiét thyc nhét
[video]Cruyff turn: kT thuat cAn cé

Phong cach chay cua Messi
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Figure 2 has been removed from the original version of this article for legal
reasons and the figures have been renumbered accordingly. The original
article has been corrected



Safarinejad 2008c

N=112 N=110
Table 5 Drug-related side effects

Group 1, n (%)  Group 2, n (%)  P-value

Nausea 30 (26.8) 1(0.9) 0.02
Dry mouth 22 (19.6) 0 0.02
Agitation 12 (10.7) 1(0.9) 0.02
Constipation 11 (9.8) 0 0.02
Headache 10 (8.2) 2 (1.8) 0.02
Dizziness 3(2.7) 2 (1.8) 0.07
Erectile dysfunction 2:(1:7) 2 (1.8) 0.09
Loss of libido 3(2.7) 2 (1.8) 0.07

Venlafaxine for treatment of premature ejaculation
Andrologia. 2008 Feb;40(1):49-55.



Safarinejad 2008c

N=112
Table 5 Drug-related side effects

N=110

All P-values are wrong

P=0.0008
P=0.0078
P=0.0168
P=0.0302
P=0.037
P=0.66
P=0.98
P=0.66

Venlafaxine for treatment of premature ejaculation

Group 1, n (%) Group 2, n (%) P-value

Nausea 30 (26.8) 1(0.9) @ 0.02
Dry mouth 22 (19.6) 0 ® 002
Agitation ®12(10.7) 1(0.9) @ 0.02
Constipation ®11(9.8) 0 ® 0.02
Headache ®10 (8.2 2 (1.8) ® 0.02
Dizziness 3(2.7) 2 (1.8) 0.07
Erectile dysfunction 2:(1:7) 2 (1.8) 0.09
Loss of libido F(2-7) 2 (1.8) 0.07

Patterns @ 12 11 10

Patterns 2222 Patterns 1010 Andrologia. 2008 Feb;40(1):49-55.



Andrologia. 2011 Feb;43(1):38-47.

Table 4 Adverse events No (%)

Omega-3 Placebo
group group
Effect of omega-3 polyunsaturated Adverse events (n=113) (n = 114) P value
fatty acid supplement Foul breath/bad taste 8(7.1) 1(0.9) 0.01*
Heartburn/reflux 6 (5.3) 1(0.9) 0.02*
Safarinejad 2010b Soft stool or diarrhoea 5(4.4) 2(1.8) 0.04*
Nausea 3(2.6) 2(1.8) 0.07
Constipation 3(2.6) 1(0.9) 0.04*
Pruritis 3(2.6) 0 0.04*
Loss of body weight 1(0.9) 0 0.08
Burping 1(0.9) 0 0.08
Feeling tired after 1(0.9) 0 0.08
starting medication
Table 3 Correlation between omega-3 fatty acid concentrations and other variables
RBC Plasma Sperm
EPA DHA EPA DHA EPA DHA
Variables r P value r P value r P value r P value r P value r P value
Semen parameters
Ejaculate volume 013 0.14 002 0.74 0.02 0.76 0.03 0.42 0.04 0.53 0.62
Total sperm/ejaculate 0.52 0.001* 0.58 0.001* 0.57 0.001* 0.61 0.001* 0.72 0.0001 0.78 0.0001*
Sperm concentration 0.54 0.001* 0.57 0.001* 0.56 0.001* 0.62 0.001* 0.72 0.0001 0.78 0.0001*
Sperm motility 0.50 0.001* 0.54 0.001* 0.54 0.001* 0.60 0.001* 0.75 0.0001 0.77 0.0001*
Sperm morphology 0.44 0.001* 0.48 0.001* 0.001* U.55 0.001* 0.69 0.0001 0.68 0.0001*
Seminal plasma anti-oxidants
SOD-like activity 0.64 0.001* 0.68 0.001* 0.57 0.01* 0.66 0.001* 0.74 0.0001 0.77 0.0001*
Catalase-like activity 0.60 0.001* 0.62 0.001* 0.55 0.01* 0.66 0.001* 0.74 0.0001 0.73 0.0001*

Key: EPA, Eicosapentaenoic acid; DHA, docosahexaenoic acid; RBC, Red blood cells; SOD, Superoxide dismutase.

*Statistically significant.

P=0.0472
P=0.0930
P=0.2628
P=0.6465
P=0.334
P=0.19
P=0.49
P=0.49
P=0.49

All P-values are wrong

All series start with
.5,.6or.7

They are all series highly
suspected for fabrication.

.66 or.74



Safarinejad 2011i

Table 1. Baseline demographics, serum hormones and semen
parameters of study groups

SAFFRON IN MALE INFERTILITY 511

Table 2. Summary of semen parameters, reproductive hormones,
haematological parameters and antioxidant status of seminal
plasma at the end of 26-week treatment period with Crocus

Saffron Placebo p
Characteristic (n=130) (n=130) value
Age (year) NS
Infertility duration (year) NS
BMI (kg/m?) NS
Occupational status No. (%)
Employed 115 (88.5) 116 (89.2) NS
Unemployed 15 (11.5) 14 (10.8) NS
Serum hormones
Testosterone (nmol/L) 154+ 48 156 4.6 NS
LH (IU/L) 122+ 24 124 +22 NS
FSH (IU/L) 168+ 42 16.4+ 4.6 NS
PRL (pmol/L) 363+ 117 367 = 122 NS
TSH (mIU/mL) 1.7 £ 0.7 1.7 2107 NS
Semen parameters
Ejaculate volume (mL) 27 +14 28+ 13 NS
Total sperm/ejaculate (x 10°) 47.8 = 12.4 47.8 =122 NS
Sperm density (x 108/mL) 21.2+44 209 +4.6 NS
Motility (% motile) 243+24 238+26 NS
Morphology (% normal) 17.2 + 4.6 17.3 = 4.7 NS
Haematological parameter:
Haemoglobin (mg/dL) 144+ 036 143*+038 NS
White blood cells (10%) 212 7.72+216 NS
Red blood cells (10°) (828 054 824054 NS
Platelets (10%) 872 = 123 878 + 122 NS
Seminal plasma antioxidants
SOD-like activity (U/mL) 311+ 14 314 = 16 NS
Catalase-like activity (U/mL) 36.6 = 1.4 37.1+ 1.6 NS

sativus O All first digits .2, .4, .6

Saffron Placebo P -
Variable (n=130) (n=130) value O All second digits x8
Serum hormones
Testosterone (nmol/L) NS The probability this happening
LH (IUL) NS due to chance is extremely unlikely,
FSH (IU/L) NS If not impossible
PRL (pmol/L) NS
TSH (mIU/mL) NS
Semen parameters
Ejaculate volume (mL) 26+14 2714 NS
Total sperm/ejaculate (x 105 46.4 = 12.2 47.4 = 12.2 NS
Sperm density (x 108/mL) 205+46 21.4+46 NS
Motility (% motile) 257 +24 249*+28 NS
Morphology (% normal) 18.7 = 4.7 18.4 + 4.3 NS
Haematological parameter:
Haemoglobin (mg/dL) 12.2 +0.32 145+0.36 0.03
White blood cells (10°) (6.28 ) 2.14 2.14  0.01
Red blood cells (10°) 0.56 @ 0.52 0.01
Platelets (10°) 752 =118 867 = 127  0.01
Seminal plasma antioxidants
SOD-like activity (U/mL) 313 = 16 310 = 12 NS
Catalase-like activity (U/mL) 37.7+1.6 37.6 = 1.6 NS
LH, luteinizing hormone; FSH, follicle stimulating hormone; Safarinejad et al.
TSH, thyroid stimulating hormone; PRL, prolactin; SOD, super-
oxide dismutase; NS, not significant.

PHYTOTHERAPY RESEARCH

Phytother. Res. 25: 508-516 (2011



From: Paalman, Mark mpaalman@wiley.com

Date: Tuesday, 17 September 2024 at 2:47 am

To: Ben Mol Ben.Mol@monash.edu

Subject: Re: Update from Wiley on Int J Gynecol Obst research integrity cases

Dear Ben,

You are most welcome. | also appreciate your concern regarding the below-mentioned Safarinejad
papers. | want to assure you that Wiley has investigated these articles using our standard
processes and according to Wiley and COPE guidelines, including evaluation by subject matter
experts. Since the proper processes were followed, then in the absence of further new and detailed
information you might have on these papers, the investigations will remain closed.

journals, considering a number of different authors. We also have a large number of other concerns
raised to us every week. Each case requires our due diligence and careful evaluation. | will update
you periodically as to our progress, using the worksheet and adding articles to it as necessary.

Dr Mark Paalman
Senior Manager
Publishing Ethics, Wiley



I smoking ’

rr——— e -~e weight height residence type wife i

DOL: 10.1111/and.12942 4 72 1 50

ORIGINAL ARTICLE WIEAGANDROLOGIA _150

Evaluation of reference values of standard semen parameters e

in fertile Egyptian men 153

H.Zedan® | S.Ismail'®@ | A.Gomaa! | R.Saleh?® | R.Henkel®® | A. Agarwal"’ _
- 155

Andrologia 179 15

156

Edited By: Ralf Henkel
175 156

JOURNAL METRICS >
Online ISSN: 1439-0272
© John Wiley & Sons Ltd

110 157
153 110 157




J Assist Reprod Genet (2007) 24:400-405 .
DOI 10.1007/s10815-007-9159-0 J Assist Reprod Genet (2007) 24:459-462

DOI 10.1007/s10815-007-9165-2

ASSISTED REPRODUCTION

ORIGINAL PAPERS

Efficacy of a combined protocol of urinary and recombinant

follicle-stimulating hormone used for ovarian stimulation The possible role of hyperhomocysteinemia on IVF outcome
of patients undergoing ICSI cycle

Arianna Pacchiarotti - Mohamed A. Mohamed -
Giulietta Micara « Antonella Linari «

Daniela Tranquilli - Salomé B. Espinola -
Cesare Aragona

Arianna Pacchiarotti - Cesare Aragona -
Renzo Gaglione - Helmy Selman

402 J Assist Reprod Genet (2007) 24:400-405 J Assist Reprod Genet (2007) 24:459-462 461
Table 1 Demographic data uFSH/TFSH group A tFSH group B p value Table 1 Demographic data and stimulation outcome
and stimulation outcome =
Patients (n) 58 61 Study group Control group P value
Mean age (years) =SD 34.1£2.5 35.1+3.1 NS i
Mean BMI=SD 22.6+1.8 23.6+1.7 NS ‘;;‘"e“‘s ) 23 . 2: G :g
Mean duration of stetility (years) +SD 51212 21214 NS criemalad e Sl o
Primary infertility % () 71.9 (41) 74.6 (44) NS Duration of sterility (ys) Y REIW) T1Z14 NS
Tubal factor % (n) 47.4 (27) 44.1 (26) NS Tubal factor % (n) 54.1% (13) 583% (14) NS
Male factor % () 40.3 (23) 40.6 (24) NS Male factor % (n) 33.3% (8) 33.3%(8) NS
Unexplained infertility % (1) 123 (7) 153 (9) NS Unexplained infertility % () 12.5% (3) _83%(2) NS
Duration of stimulation (days) [11.432.1 [13.1422 | NS Duration of stimulation (days) [124=1.6 [13.1 NS
Fatradiol level on hCG day (pghnl) 1.987 m NS Estradiol level on HCG day (pg/ml) 2,126%560 2 ()65 NS
5 : 2 4 Endometrial thickness on HCG day (mm) 9.8+1.1 1.2 NS
NS: not significant Endometrial thickness on hCG day (mm) [ T08£2T | [11.243.1 NS Bias a1% (1) 1% (1) NS

NS = not significant

J Assist Reprod Genet. 2007 Jul 26;24(9):400—405. J Assist Reprod Genet. 2007 Sep;24(9):400-5.

Recruitment June 2005 to March 2006. Recruitment Ferbuary 2005 to January 2007
Submitted 22 December 2006 Submitted 8 May 2007

Identical number 1-2 digits difference
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February 19, 2025

Officers

Elizabeth Ginsburg, MD To: Professor Ben M(_)I, FRANZCOG PhD

President 3 Professor of Obstetrics and Gynaecology

Robert E. Brannigan, MD Monash University, Monash Medical Centre

President-Elect 246 Clayton Road

ARiY/SPETES, PHD Cloyjron, Victoria 3168, Australia

Vice President Email: ben.mol@monash.edu

Paula Amato, MD

Immediate Past President e Selman H, Pacchiarotti A, El-Danasouri |. Ovarian stimulation protocols based on
Michael A. Thomas, MD follicle-stimulating hormone glycosylation patftern: impact on oocyte quality and
Post President clinical outcome. Fertil Steril. 2010 Oct;94(5):1782-6.

Jessica B. Spencer, MD e Pacchiarotti A, Sbracia M, Frega A, Selman H, Rinaldi L, Pacchiarotti A. Urinary hMG

AR AR (Menopur) versus recombinant FSH plus recombinant LH (Pergoveris) in IVF: a

Adericdstration multicenter, prospective, randomized controlled trial. Fertil Steril. 2010 Nov;94(6):2467-9.

After our review, we requested data for Selman et al. F&S 2010, Pacchiarotti et al. F&S 2010,
and Pacchiarotti etal JARG 2007. Dr. Selman recently passed, but co-authors willingly shared
the requested data from each study.

Our evaluation of the datasets supplied by the authors suggested that the studies were unique.
Moreover, we were able to independently verify the numbers presented in the published tables.



Editor’s response

| really have not time for this; the journal gets 80 submissions per week
It exists in all specialties and in every country!

We are working on it, please be patient.

It appears that there was also no central ethics committee in Mansoura University

before 2016 and ethics approval was apparently given by the hospital. There might
also have been some internal conflicts among high ranking people in the university to
make things more complicated (you don’t know who to believe and who not).

We cannot keep up with the number of complaints you send us.

78 MONASH
@ University



Consequences for me:

My own work has been extensively challenged and investigated
* Accused of being a racist (I am probably the only racist who simply hates all people)

 Complaints at my university (Monash, Aberdeen)

* Complaints at medical regulatory bodies CHaY,

Agustin Conde-Agudelo, MD, MPH, PhD

YOU CANT
CONSTANTLY
LIE AND
EXPECT
PEOPLE TO
TRUST YOU.

* Legal threads

 “l am really concerned about your mental health’

P8 MONASH
@ University




RCTs from departments obstetrics/gynecology (Egypt)

RESULTS BY YEAR 547 results 1 of65 >
Tl 85 retracted

1987 2024

RCTs from departments obstetrics/gynecology (Egypt)

(maged A or sohb A or abbas A or rezk M or torky H)

RESULTS BY YEAR
86 results

22 retracted

>250 retracted papers
>100 expressions of concern

2014 2019 2024



Science & technology | Scientific malpractice

The | . :

There 1s a worrying amount of
fraud 1n medical research

And a worrying unwillingness to do anything about it




Stanford President Will Resign After
Report Found Flaws in His Research

Ehe New ork Eimes

! “We need unbiased, politics-free,
THE HONORABL R transparent, evidence-based

ROBERT F. KENNEDY., JR.




Daihatsu suspends production in Japan
after safety test scandal

Toyota subsidiary has admitted falsifying data on some
models for more than 30 years

—
N

-,4_“

Boeing: How much trouble is the
company in?

17 March 2024 Share «*
By Theo Leggett, Business correspondent, BBC News



Published: 01 September 2025

Endometriosis and associations with risks 2
of adverse pregnancy and perinatal outcomes:
a case-control study in Egypt

Table 2 Comparison between the studied groups regarding
Ahmed Elsayed Mansor', Mahmoud Kotb', Ola A. Harb?, Walid S. H. Elsayed®, Amany M. Abdallah?, maternal outcome

Mahmood Ahmed Osman®® and Ahmed Metwally Elkattawy® Endometriosis Control xz p
groupN=25(%) groupN=25
Table 1 Comparison between the studied groups regarding Mode of delivery )
baseline data Vaginal 43 (43%) 55 (55%) 2881 009
Endometri- Control x> p delivery
osis group group CS 57 (57%) 45 (45%)
N=25(%) N=25 (%) Blood loss Median (IQR) Median (IQR) Z P
Age [mean +SD] 3056+631 2996+396 0818" 0414 Vaginal delivery  500(300-857.5)  210(150-310) -5.448 <0.001**
BMI [mean+SD] 24374339 2458416 -0401% 0689 - il CRnei) b e
o . GDM 7 (4%) 3 (3%) 1684  0.194
FTRIpaT 16(64%)  9(36%) 392 S5 Hypertension 9 (9%) 5(5%) 1229 0268
Pre-pregnancy 5 (5%) 3 (3%) Fisher  0.721 Placenta previa 36 (36%) 7 (7%) 24915  <0.001%*
DM 7(7%) 6 (6%) 0082 0774 Placental 3 (3%) 0 (0%) Fisher 0246
HTN abruption
ART 36 (36%) 12 (12%) 15.789 <0.001** Post partum 36 (36%) 16 (16%) 10395 0.001**
*p <0.05 is statistically significant ¥independent sample t hemorrhage

*p <0.05 is statistically significant, ¥independent sample t test, x’chi square test,
Z Mann Whitney test



Endometriosis and associations with risks
of adverse pregnancy and perinatal outcomes:
a case-control study in Egypt

Ahmed Elsayed Mansor', Mahmoud Kotb', Ola A. Harb?, Walid S. H. Elsayed®, Amany M. Abdallah?,
Mahmood Ahmed Osman®® and Ahmed Metwally Elkattawy®

Published: 01 September 2025

Table 3 Comparison between the studied groups regarding

neonatal outcome

Endometri- Control x> p
osis group group
Table 1 Comparison between the studied groups regarding N=100(%) N=100(%)
baseline data GA[mean +SD] 3788+181 3796+1.27 -0367° 0714
Endometri- Control X p < 37 week (preterm) 16 (16%) 11 (11%) 1.07 0.301
osis group group Male gender 75 (76%) 72 (72%) 0.231 0631
N=25(%) N=25 (%) Height [mean +SD) 2437+339 2458+4.16 -0949* 0344
Age [mean +SD)] 30.56+631 2996+396 0818 0414 APGAR< 7 4 (4%) 1418 0234
BMI [mean £ SD] 2437+339 2458+4.16 -0401¥ 0689 At 1 min 3 (3%) Fisher >0.999
Primipara 16 (64%) 9 (36%) 392 0.048* At 5 min
Pre-pregnancy 5 (5%) 3 (3%) Fisher 0.721 Umbilical PH< 7 0 (0%) Fisher 0.121
DM 7 (7%) 6 (6%) 0.082 0.774 SGA 3 (3%) 1.684 0.194
HTN LBW 11 (11%) 5 (5%) 2446 0.118
ART 36 (36%) 12 (12%) 15789  <0.001**  NICU admission 2(8%) Fisher  0.667

*p <0.05 is statistically significant ¥independent sample t

*p<0.05 is statistically significant ¥independent sample t test x’chi square test

Z Mann Whitney test



% "Endometriosis and associations with risks of adverse pregnancy and perinatal outcomes: a case-control study in Egypt" has comments on PubPeer

4 results Page 1 ‘ of 1

[] Endometriosis and associations with risks of adverse pregnancy and perinatal
1 outcomes: a case-control study in Egypt.
Cite BMC Pregnancy Childbirth C
Mansor AE, Kotb M, Harb OA, Elsayed WSH, Abdallah AM, Osman MA, Elkattawy AM.
DOI: 10.1186/512884-025-07981-7
PMID: 40890632

EZ 2 comments on PubPeer (by: Ben W.J. Mol)

PATIENTS AND METHODS: This study included 25 preg di d with endometriosis
and 25 pregnant women without endometriosis (control group). Maternal, fetal, and neonatal data
were collected and db the end josis group and the contro ...
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Endometriosis and associations with risks of adverse pregnancy and perinatal outcomes: a

case-control study in Egypt
BMC Pregnancy and Ch (2025) - 2C
pubmed: 40890632 doi: 10.1186/512884-025-07981-7 issn: 1471-2393

¢ Gotoarticle

A Get alerts for new activity

% Authors emai
Ahmed Elsayed Mansor, Mahmoud Kotb, Ola A. Harb, Walid S. H. Elsayed, Amany M. Abdallah, Mahmood Ahmed Osman &, Ahmed % Authors emails

Metwally Elkattawy

#1 Ben W.J. Mol

t accepted September 2025

This is a ‘case-control study’ that reports on pregnancy outcome in 25 women with endometriosis
(end ioma) and 25 without endometriosis.

The percentages in table 1 and 2 suggest that the d

in both groups was n=100.

Table 1 Comparison between the studied groups regarding

baseline data
Endometri- Control X2 p
osis group  group
N=25(%) N=25 (%)
Age [mean+SD] 3056+631 2996+396 0818" 0414
BMI [mean +SD] 24374339 2458+416 -0401" 0689
Primipara 16 (64%) 9 (36%) 392 0.048*



High-profile ob-gyn accused of
duplicating data threatens to sue

critic

Sometime last summer, Ben Mol, an obstetri-
cian-gynecology researcher in Australia, and his
colleagues were adapting a European guideline

on unexplained infertility when they came
across a 2006 paper from Maria Luisa Casini, a
pharmacologist in Rome, that gave them pause
because of results that were not statistically
significant.

Data sleuth flags 30 randomized
clinical trials from researcher in

Egypt

Thirty randomized clinical trials involving a re-
searcher in Egypt who has already had six papers re-
tracted show signs of research misconduct and data
fabrication, according to the authors of a recent

preprint.

Ben Mol, one of the authors of the preprint and a pro-
fessor of obstetrics and gynecology at Monash

University in Australia, has spent several years inves-
tigating the work of Sherief Abd-Elsalam, a hepatologist and gastroen-

Ben Mol

Gian Carlo Di Renzo
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IMPACT OF METFORMIN ON IN VITRO FERTILIZATION OUT-
COMES IN OVERWEIGHT AND OBESEPOLYCYSTIC OVARY
SYNDROME WOMEN: A PROSPECTIVE COHORT
STUDY. O. S. Abdalmageed,” T. A. Farghaly,” A. M. Ismail°
W. W. Hurd.” ®Assiut University IVF Center, Assiut, Egypt; "Obstetrics
and Gynecology, Assiut University IVF Unit, Assiut, Egypt; “Obstetrics
and Gynecology, Women’s Health Hospital, Assiut, Egypt; “Obstetrics and
Gynecology, Duke University, Durham, NC.

OBJECTIVE: To determine the impact of short-term metformin therapy
on in vitro fertilization-embryo transfer (IVE-ET) outcomes in overweight
and obese women with polycystic ovary syndrome (PCOS).

DESIGN: A prospective cohort study

MATERIALS AND METHODS: This prospective cohort study was per-
formed at a University IVF Center. The study population was composed of
102 overweight and obese women (BMI>24 kg/M®) with PCOS who were un-
dergoing their first fresh autologous IVF-ET cycle with intracytoplasmic sperm
injection (ICSI). The study population was composed of two groups according
to whether or not they received metformin during the IVF cycle treatment
(51 patients in each group). The metformin-treated group received metformin
(1,000 mg per day orally) starting from onset of ovarian stimulation therapy
and continued until the day of the pregnancy test. For women with a positive
pregnancy test, the patients continued metformin until the end of the 12th
week of gestation. The primary outcome measures were the number of
retrieved oocytes, the number of the fertilized oocytes (two pn oocytes), fertil-
ization rate, implantation rate, clinical pregnancy rate and miscarriage rate.

RESULTS: Both the metformin-treated group and the control group were
comparable in terms of the age, BMI, duration of infertility, basal FSH, and
AFC . The metformin-treated group demonstrated a decreased number of the
retrieved oocytes and 2pn oocytes (p < 0.01). There was no difference be-
tween the two groups regarding the fertilization rate, implantation rate, mul-
tiple pregnancy rates, miscarriage rate or life birth rate (Table2). There were
no cases of ovarian hyperstimulation syndrome in either group.

CONCLUSIONS: Short-term administration of Metformin to overweight
and obese women with PCOS women decreases the number of oocytes
retrieved, but otherwise does not affect IVF outcomes.

References:

1. Consensus on infertility treatment related to polycysti¢) ovary syn-

drome. Human reproduction. 2008;23(3):462-77.
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Outcome of Pregnancy with Metformin on Patient with
Recurrent Spontaneous Abortion who Have Abnormal
Carbohydrate Metabolism

Zolghadri J. University GYN Ward, Shiraz, Fars, Iran

Study Objective: To determine the incidence of abnormal
glucose tolerance test (GTT) in recurrent spontaneous abort-
ers including PCO and non-PCO patients, and also whether
metformin would safety reduce the rate of first trimester
spontaneous abortions without teratogenisity in patients
with abnormal GTT.

Design: Prospective pilot study.

Setting: University related clinic.

Patients: One hundred sixty-two patients with history of
recurrent spontaneous abortions and 74 patients with previ-
ous term deliveries as control.

Intervention: Performing GTT on all patients adminis-
tering metformin 1500 mg/day in patients with abnormal
GTT.

Measurements and Main Results: Continuation of preg-
nancy above first trimester. Out of 162 patients with previ-

S116

Zolghadri et al. Pregnancy outcome and metformin in
recurrent spontaneous abortion Fertil Steril Vol. 90, No. 3,

September 2008

Relationship between abnormal glucose tolerance test
and history of previous recurrent miscarriages, and
beneficial effect of metformin in these patients:

a prospective clinical study

Jaleh Zolghadri, M.D.,* Zohreh Tavana, M.D.,* Talie Kazerooni, M.D.,* Mahmoud Soveid, MD.>

and Marzieh Taghieh, M.D.*

* Departments of OB & GYN and ” Medicine, Shiraz Medical University, Shiraz, Iran

First submitted as cohort (metformin versus nothing) but then
published as placebo controlled RCT

Journal of Minimally Invasive Gynecology, Vol 12, No 5, September/October Supplement 2005

ous abortions 29 (17.9%) and out of 74 women in control
group, 4 (5.4%) patients had abnormal GTT respectively
(p=0.017). Also 7 (24.1%) women in abnormal GTT group
and 8 (6.1%) in normal GTT group were PCO. Among 29
patients with abnormal GTT, 17 patients were given met-
formin and 12 women receive nothing during pregnancy.
Pregnancy outcome: Three of 17 (17.64%) patients in met-
formin group and 8 of 12 (66.6%) patients group II (non

metformin group) aborted before 13 weeks respectively
(p=0.04). No anomaly was seen in newborn of patients
when delivered at term.

Conclusion: It was shown that there is association between
abnormal GTT and history of recurrent abortion including
PCO and non PCO patients. Also improved outcome of
pregnancy was seen with metformin therapy among those
with abnormal GTT.

into four groups according to a computer randomization
method and medication were given in a double blind method.

e Group I: Patients with PCOS on metformin therapy (4
patients)

e Group II: Patients with PCOS on placebo therapy (3 pa-
tients)

e Group III: Patients without PCOS on metformin therapy
(13 patients)

e Group IV: Patients without PCOS on placebo therapy (9
patients)

71



Problem

*In large areas of the world with limited research
governance large amounts of clinical ‘research’ is
fabricated.

* The publishing system, including failing peer review, is not
able to deal with this.

* The academic and clinical communities look, for various
reasons, in another direction.



Solutions

* Investigate by the author / institute

* Collaboration between editors/publishers
* Time-lines

* Do not rely on local investigations

* Be transparent

* Investigate actively yourself as a journal (do not wait for the
whistleblower)

* Write to journals — Install PubPeer PUBPEER

The online Journal club

https://pubpeer.com/
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* [nvestigate by the author / institute

* Collaboration between editors/publishers
* Time lines

* Be transparent

* Investigate actively yourself

* Realize that the current situation is unacceptable
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