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A R T I C L E   I N F O A B S T R A C T 

Article type: 
Review article 

Background & aim: Assessing the quality of studies is one of the basic principles 
of evidence-based medicine, which helps clinical experts to choose the best 
evidence among the published documents. Therefore, this study aimed to critically 
assess the quality of clinical trials published regarding the effect of herbal products 
on the healing of nipple fissures in lactating women. 
 

Methods: In this critical assessment, the databases of PubMed, Scopus, Web of 
Science, Cochrane Central, ProQuest, Magiran, and SID were searched without a 
time limit until February 2025.  The keywords of medicinal plants, complementary 
therapies, herbal therapy, herbal medicine, breast fissure, sore nipple, nipple 
fissure, breast wound, and their Persian equivalents were searched. Finally, out of 
783 searched articles, 21 clinical trials were critically assessed using the CONSORT 
2010 checklist. Data were analyzed using SPSS software (version 25) and 
descriptive and inferential statistical methods. 

Results: Based on the critical appraisal of 21 reviewed articles, overall compliance 
of the quality of the articles with the CONSORT 2010 checklist was 63.1%. . The 
total mean score from the CONSORT Checklist 2010, with a score range of 13-29, 
was 23.5 ± 4.1. The greatest weakness of the articles was in the results section. 
Conclusion: The quality of the reviewed clinical trials published in relation to the 
effect of herbal products on the healing of nipple fissures was moderate. The 
authors and staff of the journals must appraise the articles with the standard 
principles designed in the valid checklists before publishing them, so it is necessary 
to receive enough training in this ground. 
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Introduction 
Reasonable health care is possible due to the 
availability of knowledge in the field of 
symptoms, pathogenesis, diagnosis, prognosis, 
and treatment of diseases. Conducting research, 
especially clinical trials, provides valuable 
evidence about treatments and interventions 
(1). The clinical trial is one of the types of 
studies that are important for developing 
science (1-2). These studies are the most 

reliable methods of examining the effects of 
treatment and care interventions on human 
subjects and are widely used in clinical research. 
(3). Although the number of these types of 
studies is increasing and their results are as gold 
standard data as the basis for many healthcare 
professionals’ decision-making (4-6), evidence 
has shown that some clinical trials are poorly 
designed (7). 
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The quality of designing of the randomized 
clinical trials significantly impacts the reliability 
of their results. Poorly designed clinical trials 
can exaggerate treatment outcomes by as much 
as 30%, which may result in treatment failures 
for patients in the future (8-9). The ongoing 
enhancement of study methods is vital for 
advancing science and research, and it poses a 
significant challenge in translating scientific 
findings into clinical practice (10-13). Critical 
appraisal of evidence-based reports is one of the 
basic principles of evidence-based medicine, 
which helps in clinical evaluation to select the 
best evidence provided (14-15). Therefore, 
assessing the quality of studies, especially 
clinical trials, is interesting to researchers (16). 

Throughout the world, several checklists and 
criteria have been designed and introduced to 
evaluate the quality of the design and report of 
randomized clinical trials (17-18). The 
CONSORT checklist is one of the most reliable 
tools for critical appraisal of the quality of 
clinical trials (9, 18). In addition to identifying 
weaknesses in clinical trials, this protocol is a 
guide to clarify how to report study results (19). 
The items in this checklist focus on different 
parts of a study. These items provide necessary 
standards for designing, analyzing, and 
interpreting trials (20). Evidence has shown that 
many published clinical trials are not of good 
quality. In this regard, Schulz et al. (1994) 
reported that clinical trials conducted in 
obstetrics and gynecology are of poor quality 
(21). Meanwhile, the quality of clinical trials in 
herbal medicine has been reported to be less 
than optimal (22). Herbal medicine as a branch 
of complementary medicine is accepted by 80% 
of people (23). But due to the poor design and 
report of studies related to herbal medicine, 
their effectiveness is controversial (24).  

In gynecology and obstetrics, one of the 
common complications that can cause problems 
for the mother and the infant is nipple fissure. 
Various topical chemical products such as 
creams, lotions, and ointments are used to 
prevent and treat nipple fissures, none of which 
have a scientific basis. Most of these methods 
are unsuccessful in treating and preventing 
nipple fissures. Therefore, the tendency to use 
complementary and herbal medicine for nipple 
fissures treatment has increased (25). But the 

research conducted in this area has not been 
evaluated in terms of quality, and there is not 
enough information about the robustness of the 
design and quality of these studies. Therefore, 
for the widespread use of these treatments, it is 
necessary for the stakeholders, including 
patients, healthcare providers, and 
policymakers, to have access to accurate and 
reliable evidence in this field (26, 27). As a 
result, considering the importance of the health 
of mothers and infants and emphasizing 
exclusive breastfeeding due to its benefits, the 
treatment of nipple fissures is necessary. Also, 
considering the importance of clinical trials in 
complementary and herbal medicine and its 
probable effect on wound healing and pain relief 
caused by nipple fissures, it is necessary to 
check the quality of the report and methodology 
of these studies. Therefore, this study was 
conducted to evaluate the quality of reports of 
clinical trials published regarding the effect of 
herbal products on the healing of nipple fissures 
in lactating women.  
Materials and Methods 

This review and critical assessment aimed at 
the critical appraisal of the quality of clinical 
trials on the effect of herbal products on the 
improvement and prevention of nipple fissures 
in lactating women, which was conducted in 
2025. English databases including PubMed, 
Scopus, Web of Science, Cochrane Central, 
ProQuest, as well as Persian databases of 
Magiran, and SID were searched to retrieve 
articles. To search these databases, the 
keywords matching Mesh including؛ medicinal 
plant, complementary therapies, herbal therapy, 
herbal medicine, breast fissure, Sore nipple, 
Nipple fissure, breast wound, and all their 
possible combinations using AND and OR 
boolean operators and their Persian equivalents 
were used. Databases were searched by two 
authors, separately until February 2025 without 
any time limitation. In the current study, the 
review was reported according to the protocol 
recommended in the Preferred Reporting Items 
for Systematic Reviews and Meta-Analyses 
(PRISMA) statement. A manual search was also 
conducted in the sources of the extracted 
articles. After extracting 783 articles from the 
databases, duplicate cases were removed using 
ENDNOTE (X8 Toronto, Canada) suitable for 
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 Windows. The remaining 417 articles were 
reviewed separately by two authors. In the first 

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
Figure 1. Study selection steps based on the 
PRISMA 2020 flow diagram 

stage, the title and abstract, and in the second 
stage, the full text of the articles was reviewed. 

 The inclusion criteria of this study included 
clinical trial designs that investigated herbal 
approaches in the treatment and prevention of 
nipple fissures and pain. Also, studies that 
provided reliable data for extraction. The 
exclusion criteria in this study included other 
types of documents such as dissertations, 
presentations at conferences, study protocols, 
letters to the editor, reviews of non-herbal 
compounds and studies published in the 
languages other than English and Persian. After 
removing irrelevant studies, 68 potentially 
relevant articles were reviewed. Forty seven 
articles were excluded due to non-compliance  
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
with the inclusion criteria and lack of access to 

the original article. Finally, 21 articles entered 
the critical appraisal process. The flow chart of 
selecting articles is shown in Figure 1. 

CONSORT 2010 checklist was used for critical 
appraisal. Moberg-Mogren et al. (2012) 
examined the validity and reliability of the 
CONSORT 2010 checklist in occupational 
therapy clinical trials. They evaluated two 
independent evaluators in reviewing the 
articles. In their study, the percentage of 
agreement between raters was reported 
between 63% and 100%, and Kappa coefficients 
between -0.032 and 1.00. They also found that 
77% of the Consort checklist items showed a 
high ICC (ICC>0.7) (28), which indicates the 
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 validity and reliability of the CONSORT Checklist 
in evaluating the quality of clinical trials. 

CONSORT checklist (2010) includes 25 items to 
evaluate six sections, title and abstract, 
introduction, method, findings, discussion, and 
other information. Each item has a sub-set of 
questions, a total of 37 questions in the checklist 
used to evaluate all parts of the article. The 
selected articles were given a score (1 or 0) for 
each item based on a two-level scale. In this way, 
if the desired item is mentioned in the text, a 
score of one and if not, zero were scored (20). 
Therefore, the maximum and minimum scores 
were 37 and zero. After selecting the articles, 
their full text was carefully read by each author 
and scored based on the CONSORT checklist. In 
the case of disagreement on scoring between the 
two authors, a consensus was reached upon the 
definitive score for those items. Data analysis 
was conducted using SPSS software (version 
25). Descriptive and analytical tests were used 
to report the results. The difference in scores of 
different sections of articles was examined 
based on the number of authors and the time 
range of publication of the articles. Because the 
data were not normal, the nonparametric 
Kruskal-Wallis test was used to examine the 
difference. 

Results 
In this critical assessment, 21 selected articles 

on the effect of herbal products on the 
improvement and prevention of nipple fissures 
were critically appraised. The publication period 
of the articles was from 1997 to 2024. Two 
(9.52%) articles were published before 2010, 5 
(23.8%) between 2010 and 2015, and 14 
(66.68%) between 2016 and 202۴. The 
distribution of articles in terms of publication 
language included 15 (76.20%) articles in 
English and 5 (23.80%) articles in Persian. 
Among the included articles, 5 (23.8%) articles 
were published in the first quartile (Q1) 
journals, 4 (19.05%) in the second quartile (Q2) 
journals, 4 (19.05%) in the third quartile (Q3) 
journals, 3 (14.3%) in the fourth quartile (Q4) 
journals, and 5 (23/8%) articles were published 
in journals without quartile ranking. In 
preparing the report of findings of included 
studies, 1-3 authors participated in 11 
(52/38%) articles, and 4-6 authors participated 
in 10 (47/62%) articles. The results of the 
critical appraisal of the quality of the articles 
based on all items of the CONSORT 2010 
checklist are presented in Table 1. 

Table 1. The frequency and percentage of items of articles reported based on the CONSORT checklist 

Mean± SD 
Not 

reported 
N (%) 

Reported 
N (%) Checklist items No 

   Title & Abstract 

0.5±0.57 9(42.9) 12(57.1) Reported the clinical trial design in the title or 
abstract 1a 

0.95±0.04 1(4.8) 19(95.2) Providing a structured abstract including trial 
design, methods, results, and conclusions 1b 

   Introduction 

1 0(0) 21 (100) Reporting the scientific background and the 
rationale 2a 

1 0(0) 21 (100) Specific objectives or hypotheses 2b 
   Method 

0.085±0.35 3(14.3) 18(85.7) Explanation of the trial design, such as the allocation 
ratio 3a 

0 21(100) 0(0) Reporting any changes in the methods after the start 
of the experiment with reasons 3b 

0.95±0.21 1(4.8) 20 (95.2) participant's eligibility criteria 4a 
1 0(0) 21 (100) Reporting the setting of data collected 4b 

1 0(0) 21(100) 
Explaining the details of the interventions for each 
group, including how and when to implement them 
(possibility of repeatability) 

5 

0.95±0.21 1(4.8) 20(95.2) Providing the perfect definition of the outcome, how 6a 
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 and when to assess them in advance 

0.095±0.3 19(90.5) 2(9.5) Reporting any changes in the outcome of the trial 
after the start with reason 6b 

0.4 ±0.8 4(19) 17(81) Explain how to Calculate the sample size 7a 

0.35    ± 0.14 18 (85.7) 3(14.3) If applicable, any interim analysis and instructions 
for stopping have been clarified 7b 

0.49 ±0.61 8(38.1) 13(61.9) The method used to generate the random allocation 
sequence is mentioned 8a 

0.42±0.5 12(57.1) 9(42.9) The type of randomization and any restrictions are 
noted 8b 

0.42±0.5 12(57.1) 9(42.9) 

Have Mentioned the mechanism to implement the 
random assignment sequence and the sequence 
concealment steps until the interventions are 
determined 

9 

0.28±0.46 15(71.4) 6(28.6) 

The person who creates the random allocation 
sequence, enrolls the participants, and assigns the 
participants to the designated interventions is 
mentioned 

10 

0.33±0.48 14(66.7) 7(33.3) If done, it was determined who was blinded to the 
interventions after the assignment 11a 

1 0(0) 221(100) If necessary, the similarity of the interventions is 
described 11b 

0.95±0.21 1(4.8) 20 (95.2) The statistical methods used to compare the results 
of the groups are specified 12a 

0.61±0.49 8(38.1) 13(61.9) It specified methods for subgroup analyses and 
adjusted analyses(additional analyses) 12b 

   Results 

0.43 0.76± 5(23.8) 16(76.2) 
For each group, the number of participants 
randomized to receive the desired treatment and 
analyzed for outcomes is indicated 

13a 

0.71±0.46 6(28.6) 15(71.4) Mention of dropouts and exclusions after 
randomization, with reasons for each group 13b 

0.95±0.21 1(4.8) 20 (95.2) Description of recruitment period and follow-up 
time 14a 

0.09±0.3 19(90.5) 2(9.5) Explanation of the reason for the end of the study or 
stop 14b 

0.95±0.21 1(4.8) 20 (95.2) 
The existence of a table that shows baseline 
demographic and clinical characteristics for each 
group 

15 

0.52±0.51 10(47.5) 11(52.4) 
Mention the number of participants in each group 
included in each analysis and whether the analysis 
was based on the groups assigned initially 

16 

0.9±0.3 2(9.5) 19(90.5) 
The estimated effect size and its precision (such as 
95% confidence interval) are stated in the results of 
each group for each outcome of the study 

17a 

0.23±0.43 16(76.2) 5(23.8) Both absolute and relative effect sizes are presented 
for binary outcomes 17b 

0.71±0.46 6(28.6) 15(71.4) 
The results of other analyses, such as subgroup and 
adjusted analyses, were distinguished from the 
prespecified exploratory analyses 

18 

0.33±0.48 14(66.7) 7(33.3) Mention all main harms or unwanted effects in each 
group 19 

   Discussion 

0.43 0.76± 5(23.8) 16(76.2) 
The main results are summarized. They are linked to 
the study questions and objectives, and their 
relevance to key groups is considered. 

20 
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 The overall compliance of the quality of 

different parts of the included articles with the  

 
CONSORT checklist criteria is shown in Table 2 
and Diagram 1. 

Table 2. The average quality scores of the clinical trial reports based on the sections of the CONSORT 
checklist 

Section min - max 
checklist Score 

min - max obtained 
score sum mean±SD 

Title and abstract 0-2 1-2 32 0.51 ± 1.5 
Introduction 0-2 2-2 42 0.00 ±2.00 
Methods 0-17 7-14 220 2.1 ±10.47 
Results 0-10 3-8 121 5.7±1.75 
Discussion 0-3 0-3 38 0.92 ±1.8 
Important information 0-3 0-3 31 1.1 ±1.4 
Total 0-37 13-29 484 4.24 ± 23.04 

 
 The highest compliance was in the 

introduction (100%), and the lowest was related 
to the results section (57.61%) and the other 
information (49.20%). In 9(42.9%) articles, the 
term clinical trial was not mentioned in the title.  
Among the included studies, 19 (95.2%) articles 
had structured abstracts. All included articles 
reported specific objectives and hypotheses in 
the introduction. In the methods section, 8 
(38.1%) of the studies did not mention 
randomization, and 12(57.1%) articles did not 
mention the type of randomization and 
randomization sequence mechanism. Also, 14 
(66.7%) articles did not report blinding, and 15 
(71.4%) studies did not report the method of 
allocation of participants to interventions. In the 
results section, 16(76.2%) of the included 
studies did not report the estimated effect size 
and precision. Also, 14(70%) articles did not 
mention subgroup analysis, and 14 (66.7%) did 
not report important side effects. In the 
discussion section, 16(76.2%) articles did not 
report the external validity and applicability of 
the results. In relation to the important 
information section, 9(42.9%) articles did not 
mention the registration number and name of  

 
the trial registry. Also, 11(52.4%) articles did 
not report financial sources supporting the 
study. The scores in different sections of articles 
based on the CONSORT checklist are reported in 
Tables 1, 2 and Figure2. 

To investigate the effect of the year of 
publication and the number of authors 
participating in the design of the clinical trial 
and preparation of the reports of the included 
study on the quality of articles, the normality of 
the data was checked with the Kolmogorov-
Smirnov test (the score of each part of the study 
from the CONSORT checklist). The data 
distribution was non-normal (P<0.05). The 
Kruskal-Wallis test showed no statistically 
significant difference between the scores of the 
different parts of the articles and the number of 
authors (P<0.05). Also, the Kruskal-Wallis test 
showed no statistically significant difference 
between the scores of different parts of the 
articles and the year of publication (P<0.05). A 
summary of the included trials is shown in Table 
3. 

 
 

0.23±0.43 16(76.2) 5(23.8) Limitations of the study process were discussed 21 

0.4 ± 0.8 4(19) 17(81) Provide an interpretation consistent with the results, 
study objectives, and potential implications 22 

   Important information 

0.5 ± 0.57 9(42.9) 12(57.1) Mentioned the registration number and name of the 
trial registry 23 

0.5±0.42 12(57.1) 9(42.9) Mentioning where full study protocol is accessible (if 
available) 24 

0.51±0.47 11(52.4) 10(47.6) Mention of financial resources and support 25 
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Figure 2. The percentage of overall compliance of different sections of the included articles with the 
CONSORT checklist 

Table 3. Characteristics of the articles included in the study 

Authors, 
publication 

year 
Design Participant Interventi

on group 
control 
group 

Outcome 
measuremen

t method 
Results CONSORT 

score 

1- Abdoli et al. 
(2020) 
(41) 

A three-
blind 
clinical 
trial 

84 lactating 
women 

42 
women/Ac
hillea 
millefolium 
tea bag 

42 
women/ 
breast 
milk 

Visual analog 
of pain and 
the Storr 
scale* 

Significant 
reduction in 
nipple fissures 
severity and pain 
intensity in the 
intervention 
group 

25 

2- Mobaraki et 
al(2019)(42)  

Three-
blind 
clinical 
trial 

70 lactating 
women 

35 women/ 
the 
boswellia 
Ointment 

35 
women/ 
Lanolin 
Ointmen
t 

Visual analog 
of pain and 
the Storr scale 

Significant 
reduction in the 
intensity of pain 
in the Bosulia 
group 

25 

3- Sayyah Melli 
et al.(2007) (43) 

Randomi
zed 
clinical 
trial 

196women 
98 women/ 
peppermint 
water 

98wome
n/ 
breast 
milk 
 

Amir's scale 

Significant 
reduction of 
cracking and 
breast pain in the 
peppermint 
group 

24 

4- Tafazoli et 
al.(2010) 
(44) 
 

Randomi
zed, 
single-
blind 
clinical 
trial 

100 lactating 
women 

50 women / 
 Aloevera 
gel 

50 
women/
lanolin 
ointmen
t 

the Storr scale 

Significant 
reduction of 
nipple fissures in 
aloe gel group 

19 

5- Niazi et 
al.(2019) (45) 
 

Double-
blind 
clinical 
trial 

86 lactating 
women 

43women/ 
purslane 
cream 

43wome
n/ 
lanolin 
cream 

the Storr scale 

Significant 
reduction of 
fissures in the 
purslane group 

25 

6- Sheinizadeh-
Emadi et al. 
(2015) (34) 
 

clinical 
trial 

88 lactating 
women 

44women/
Curcuma 
longa 
extract 

44wome
n/ 
breast 
milk 

the Storr scale 

Significant 
reduction of 
fissures in the 
curcumin group 

21 

7-Saeidi et 
al.(2010)(46) 

Clinical 
trial 

100 lactating 
women 

50 
women/alo

50 
women/ the Storr scale Significant 

reduction of 13 
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 Authors, 
publication 

year 
Design Participant Interventi

on group 
control 
group 

Outcome 
measuremen

t method 
Results CONSORT 

score 

 e vera gel breast 
milk 

nipple fissures in 
aloe vera group 

8- Gharakhani et 
al(2018)(47) 
 
 

Clinical 
trial 

216 lactating 
women 

72 
women/mi
nt tea bags 
72 women/ 
mint cream 

72wome
n/ 
breast 
milk 

Breast pain 
measurement 
checklist& 
Wound size 
and width 
measurement 
checklist 

Significant 
reduction of pain 
in breast milk 
group 

26 

9- Shahrahmani 
et al.(2018))(48) 

Double-
blind 
clinical 
trial 

100lactating 
women 

50women/ 
Zizyphus 
jujube 
lotion 

50wome
n/breast 
milk 

Amir scale and 
nipple 
secretion scale 

Significant 
reduction of 
nipple damage 
and nipple 
secretions 

26 

10- Shahrahmani 
et al.(2016)(49) 

Double-
blind 
clinical 
trial 

100 
primiparous 
women 

50 women/ 
Zizyphus 
jujube 
lotion 

50 
women/ 
breast 
milk 

Visual analog 
of pain 

Significant 
reduction of the 
intensity of pain 
in Zizyphus 
jujube lotion 

24 

11-Alamolhoda 
et al.(2020)(50)  

Clinical 
trial 

110lactating 
women 

55 women/ 
aloe vera 
gel 

55 
women/ 
Breast 
milk 

Amir scale and 
Visual analog 
of pain 

Significant 
reduction of 
nipple damage 
and intensity of 
pain 

29 

12-Shanazi( et 
al(2015)(51) 

Randomi
zed, 
single-
blind 
clinical 
trial 

126lactating 
women 

42women/ 
peppermint 
cream 
42women/
dexpanthen
ol creams 

42wome
n/ 
lanolin 
cream 

the Storr scale 
and Champion 

No significant 
difference 
between the 
three groups 

28 

13- Akbari et 
al.(2014)(52) 
 

Clinical 
trial 

110lactating 
women 

55 women/ 
menthol 
essential oil 

55 
women/
breast 
milk 

Amir scale and 
Visual analog 
of pain 

A significant 
reduction in the 
intensity of 
nipple pain and 
cracking in the 
menthol group 

23 

14- Nayeri et 
al.(2019)(53) 
 

Triple-
blind 
clinical 
trial 

106lactating 
women 

53 
Women/ 
Chamomile 
Ointment 

53 
women/
lanolin 
ointmen
t 

Visual analog 
of pain and 
the Storr scale 

Significant 
reduction in 
wound and pain 
scores in the 
chamomile 
group 

29 

15-Lavergne et 
al. (1997)(54) 
 

Single-
blind 
randomiz
ed trial 

118 
primiparous 
women 

40women / 
tea bags 
40women/ 
breast pads 
soaked in 
boiling 
water 

38wome
n/drying 
exposed 
to air 

Visual analog 
of pain and 
the Storr scale 

Significant 
reduction of 
chest ulcer in the 
intervention 
group, no 
significant 
difference 
between the two 
intervention 
groups 

18 

16-As’adi et 
al.(2017)(55) 

Randomi
zed 

100lactating 
women 

50women/ 
Saqez 

50wome
n/breast 

Visual analog 
of pain and 

Significant 
reduction of 28 
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 Authors, 
publication 

year 
Design Participant Interventi

on group 
control 
group 

Outcome 
measuremen

t method 
Results CONSORT 

score 

 clinical 
trials 

(Pistacia 
atlantica) 
ointment 

milk the Storr scale fissure and pain 
in the 
intervention 
group 

17-Firouzabadi 
et al.(2019) (56) 
 

Clinical 
trials 

150 lactating 
women 

50 women 
/ yarrow 
decoction 
50 women/ 
mountain 
honey 

50wome
n/breast 
milk 

the Storr scale 

No significant 
difference in 
fissure severity 
in three groups 

21 

18-Ismail et 
al(2019)(57) 
 

Clinical 
trials 

120 lactating 
women 

40wome/P
eppermint 
Water 
40women/ 
Breast Shell 

40wome
n/breast 
milk 

visual 
analogue pain 
intensity 
scale; nipple 
soreness 
rating and 
nipple trauma 
score 

Reduction of 
nipple pain, 
nipple soreness 
and nipple 
trauma in the 
peppermint 
group 

20 

19-Eshgizade et 
al. (2016)(58) 
 

Clinical 
trials 

90120 
lactating 
women 

30women/ 
olive oil 
30womem/ 
aloe vera 
extract 

30wome
n/breast 
milk 

Visual analog 
of pain and 
the Storr scale 

Significant 
reduction in the 
intensity of pain 
and fissures in 
the aloe vera 
group 

23 

20- Sağlık et 
al.(2021)(35) 

Clinical 
trials 

120 lactating 
women 

40women/ 
Olive oil 
40women/
breast milk 

40wome
n/drying 
exposed 
to air 

Visual analog 
of pain and 
Amir scale 

Significant 
reduction in pain 
intensity and 
prevention of 
nipple cracks in 
the olive oil 
group 

25 

Kelek S and 
Demirel G(2024) 
(36) 

Clinical 
trials 

426 lactating 
women 

142 wmen/ 
the human 
milk, 142 
women/qui
nce seed 
jelly 
 
 

142 
women/ 
applied 
the olive 
oil, 
creams 

Breast 
Hygiene 
Questionnaire 
Intervention 
Steps 
Questionnaire 
Consumption 
Satisfaction 
Questionnaire 

Nipple pain and 
damage were 
lowest in the 
Quince Seed and 
human milk 
groups, 
respectively, 
compared to the 
control group. 

18 

 *Nipple soreness rating scale

Discussion 
In the present study, the clinical trials 

conducted on the effects of herbal products on 
the improvement and prevention of nipple 
fissures in lactating women were critically 
evaluated. The average overall score of the 
articles based on Consort 2010 criteria was 23.5 
± 4.1(score range: 13-29), which shows that the 
quality of the design and report of the studies is 
not appropriate. Researchers' inadequate 
knowledge about the standard guidelines for 

reporting clinical trials can lead to poor 
reporting. Sharifi et al. (2021) also reported the 
quality of clinical trials on complementary 
medicine in infertility as moderate. In their 
study, the average overall score of clinical trials 
based on CONSORT 2010 criteria was 22.68 ± 
6.17 (score range: 9-33) (29). Also, Alirezaei and 
Latifnejad Roudsari (2022) reported the overall 
average score of clinical trials on the use of 
herbal products in reducing pregnancy striae as 
20.86 ± 7.18 (score range: 9-33), which is 
similar to the results of the present study. On 
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 the other hand, Khojazadeh et al. (2013) 
reported the overall average score of clinical 
trials in gynecology and obstetrics based on 
CONSORT 2010, 31.35 ± 3.18 (score range: 19-
37) (31), which is different from the results of 
this study. The reason for the difference in the 
results can be attributed to the type of articles 
selected for review. Khojazadeh et al. evaluated 
the first quartile journals (Q1), and in the 
present study, the Persian and English journals 
indexed in all four quartiles (Q) were examined. 
In the present study, only 25% of the evaluated 
articles were published in Q1 journals. In the 
current research, the overall compliance of the 
articles with CONSORT criteria was 63.1%. This 
is consistent with the results of the study by 
Sharifi et al. (2021) (29) and Irani et al. (2017) 
(32). In the study of Alirezaei and Latifnejad 
Roudsari (2022), the overall compliance rate 
was 46% (30). This difference can be related to 
the difference in the version of the CONSORT 
checklist used in the two studies. Alirezaei and 
Latifnejad Roudsari used the 2018 version of the 
CONSORT checklist. This version has an 
additional section titled “stakeholder 
investments” with three items. Most published 
research did not report these items. In the 
present study, the compliance percentage of two 
parts, the important information, and the 
results, was minimal. The major weakness of the 
important information section was related to 
the study registration and financial sources. 
These results are similar to the study of Irani et 
al. (2017) (32) and Alirezaei and Latifnejad 
Roudsari (2022) (30). The reason could be 
related to the policies of journals that publish 
clinical trials and their decision to use the 
CONSORT checklist in evaluating the quality of 
articles before publication. 

In the current study, one of the weak points in 
the methods section was related to the 
randomization. In clinical trials, randomization 
is one of the basic principles. In a clinical trial, it 
is necessary to mention whether or not to 
generate randomization. In addition to the 
mechanisms used to generate the randomization 
sequence, the point that who has created the 
randomization sequence should also be 
reported (33). In the present study, most of the 
articles did not mention items such as random 
allocation (38.1%), randomization sequence 

(57.1%), and the method of assigning 
participants to the intervention and control 
groups (71.4%). These results are similar to the 
studies of Irani et al. (2017) (32), Khojazadeh et 
al. (2013) (31), and Sharifi et al. (2021) (29). 
Another principle of clinical trials is the random 
allocation of participants to study groups, which 
can reduce the risk of bias in the study. For this 
issue, there are different methods for 
randomization (33). Sometimes, non-standard 
methods such as using even and odd numbers or 
using days of the week as a randomization 
method were reported in the studies (34-36). To 
solve this problem, standard protocols in clinical 
trial design, including CONSORT checklist can be 
used. Also, using the advisory opinion of 
statisticians is helpful. 

 Blinding can prevent bias in studies that test 
the effect of different therapeutic and care 
approaches, especially during the application of 
those methods and the time of assessing their 
impacts (37). In the present study, 35% of the 
studies reported blinding. In study by Alirezaei 
and Latifnejad Roudsari (2022), 50% of articles 
(30) in the study of Sharifi et al. (2021), 40% of 
articles (29), and in study conducted by Irani et 
al (2017), 15% of studies (32) mentioned this 
issue. In study by Khojazadeh, 61% of articles 
reported blinding (31). The possible reason for 
this difference can be the selection of articles 
from journals with different indexes. In general, 
the low percentage of blinding in the studies 
suggests the inadequate knowledge of authors 
and lack of attention to the importance of 
implementing and reporting these parts. In the 
current study, the included articles, the 
statistical methods used, and the comparison of 
the groups in terms of primary and secondary 
outcomes were favorably reported, which is 
similar to the study of Sharifi et al. (2021). (29) 
and Sarayloo and Latifnejad Roudsari (38). In 
the results section, most of the items are 
reported as optimal. Complications of 
interventions were reported in only 35% of 
articles. This result is similar to the study of 
Sharifi et al. (2021) (29). For the clinical 
application of the results of clinical trials that 
investigate the effect of medicinal plants, side 
effects are one of the main items. Therefore, the 
non-reporting of the side effects of these 
medications shows a considerable weakness in 
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 reporting. In the discussion section of the 
studies, the report on the generalizability of the 
results was inappropriate. Also, the report of 
clinical trial registration number and financial 
resources were not favorable. These results are 
similar to the study by Sharifi et al. (2021) (29) 
and Sarayloo and Latifnejad Roudsari (2018) 
(38). In general, the results of this study showed 
that the quality of clinical trials of herbal 
products in the improvement and prevention of 
nipple fissures is moderate, and they are not of 
good quality, which is due to inadequate 
knowledge and lack of attention to the 
importance of standard guidelines of trials. 
Because the evaluations of other designs of 
studies also indicate their quality is less than 
optimal (39-40), researchers must follow and be 
familiar with standard checklists for research 
design and reporting. 

One of the limitations of the present study was 
the lack of access to some databases, including 
Embase, for searching. Therefore, there may be 
other studies that we did not have access to 
appraise. One of the strengths of our study was 
following the principles of the systematic review 
protocol, which allows the replication of the 
study. 

Conclusion 
According to the findings of the present study, 

the quality of published articles in relation to 
the effect of herbal products on the healing of 
nipple fissures in lactating women based on the 
CONSORT checklist is not optimal. Paying 
attention to the health of women and newborns 
and encouraging and promoting exclusive 
breastfeeding is very important, because the 
results of clinical trials are the basis of evidence-
based medicine. On the other hand, the tendency 
to use complementary medicine, especially 
medicinal plants, is high, so it is necessary to 
design and report research in this field based on 
standards of the correct methods. This is 
possible through training researchers and 
journal editors and reviewers to use 
standardized and coordinated guidelines and 
checklists for research design, implementation, 
and reports. 
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