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Negotiation models



How big is the problem?







false data             zombie   
Egypt               9/10 (90%)   7/10 (70%)
India                         8/13 (62%)   6/13 (46%)
China           27/56 (48%) 20/56 (36%)
South Korea             7/22 (32%)   1/22 (  5%)
Japan                    2/11 (18%)   2/11 (18%) 

526 submitted RCTs  73 (14%) false data of which 43 (8%) were zombie
153 RCTs with raw data  67 (44%) false data of which 40 (26%) zombie   





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

Cochrane Database of Systematic Reviews 2013, Issue 7. Art. No.: CD004947.
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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.



Endometrial scratching IVF

35 eligible RCTs

12 shared data, of which 2 had false data

Iran (7), Egypt (4), China (2), Canada, 
France, India, Israel, Italy, South Korea, 
Turkey, USA

Egypt (2)



Progesterone to prevent preterm birth 49 4 7 4 2 0 0 17 32 2 30
Endometrial scratching IVF 35 1 11 0 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 0 42 10 2 8
Balloon + misopr.l vs vaginal misopr. 23 4 0 5 2 6 0 17 6 2 4
Balloon versus Vaginal prostaglandins 60 3 24 9 8 3 0 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 0 34 6 - -
Oxy vs placebo for PPH prevention 14 7 2 0 1 0 0 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





Italy



Do we think we have a problem?



Do we think we have a problem?

Based on the above, I 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?







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.29



After implementation of 
the RIGID framework, 

we decided not to use 45 
of the 101 (45%) 

originally identified 
studies.



Induction of labour / vaginal delivery

Vaginal dinosprostone vs oral misoprostol



What I 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 I 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.

2. Truth and science; future science.
3. Public trust in science.
4. The many reliable researchers who work hard and do the right thing
5. Countries reputation



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.



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?



1) Governance
☐   Absent or retrospective registration for RCTs. This is relevant 
in RCTs started after 2010. 
☐   Absent or vague description of research ethics or apparent 
concerns regarding ethics.            
☐   Mismatch in numbers in the RCT and the trial registration 

2) Author group
☐   Number of authors < 3 or Low author-to-study size ratio, 
especially RCTs with one or two authors only.    
☐   Other studies of the first author or co-authors are retracted 
(search PubMed and, if    needed, retraction watch)
☐   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) 







Distribution of P-values from RCTs from Suez Canal University

141 articles

23 RCTs



STATUS N=891 ASSESSMENT OUTCOME 
(%)

Completed investigation 183 29.5

Retraction 152 58

Expression of concern 75 29

No wrongdoing found 30 11

Correction 6 2

Pending 628 60.5



Median Time Taken For Any Response



Journal Case Completion Rate 



Publisher Case Completion Rate 



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



45

Obstet Gynecol 2003;101:921– 8.   
2003 by The American College of Obstetricians and Gynecologists



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



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

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.





•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
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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



N=112 N=110

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

Safarinejad 2008c



N=112 N=110

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

Patterns         12   11    10
Patterns         2 2 2 2

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

Safarinejad 2008c

Patterns         1  0  1  0

All P-values are wrong



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 series start with
.5 , .6 or .7
They are all series highly
suspected for fabrication.

.66 or .74

All P-values are wrong

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

Effect of omega-3 polyunsaturated 
fatty acid supplement

Safarinejad 2010b



PHYTOTHERAPY RESEARCH
Phytother. Res. 25: 508–516 (2011)

All first digits .2, .4, .6 

All second digits .x8

The probability this happening
due to chance is extremely unlikely,
If not impossible

Safarinejad et al. 

Safarinejad 2011i



Dr Mark Paalman
Senior Manager 
Publishing Ethics, Wiley



Dr Mark Paalman
Senior Manager 
Publishing Ethics, Wiley



J Assist Reprod Genet. 2007 Jul 26;24(9):400–405.

Recruitment  June 2005 to March 2006.
Submitted 22 December 2006

Identical number 1-2 digits difference

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

Recruitment  Ferbuary 2005 to January 2007
Submitted 8 May 2007



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

I 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.



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

• Legal threads

• “I am really concerned about your mental health’

 



RCTs from departments obstetrics/gynecology (Egypt)

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

RCTs from departments obstetrics/gynecology (Egypt)

86 results
22 retracted

547 results
85 retracted

>250 retracted papers
>100 expressions of concern





“We need unbiased, politics-free, 
transparent, evidence-based 
science in the public interest.”





Published: 01 September 2025
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The same study, submitted as non-randomized cohort to ASRM 

70



Zolghadri et al. Pregnancy outcome and metformin in 
recurrent spontaneous abortion Fertil Steril Vol. 90, No. 3, 
September 2008

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

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
https://pubpeer.com/



Solutions
• Investigate 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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