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Background and Objectives 
Monitoring of health organizations by the regulatory bod-

ies is crucial to ensure high performance of health sys-

tem and enabling managers and policy makers for evi-

dence-based decision making.1-3 There are various ap-

proaches to evaluate and ensure the quality of services 

delivered by health organizations, including certification, 

accreditation, and licensure.4-6 Licensure in health domain 

is referred to as granting license by an official or legal 

body to an organization to provide a specific health ser-

vice according to the standards of the reference body and 
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the same quality.4 The purpose of licensure is to support 

patients in receiving safe and quality health services and 

to alleviate the health risk of unauthorized or non-stan-

dards medical practices.7,8 

In Iran, licensed health organizations are usually au-

dited before receiving a license for health services. Nev-

ertheless, there is little evidence to show that the com-

pliance of the licensed health settings to the licenser’s 

standards is constantly monitored.9-12 This fact together 

with other relevant shortcomings such as lack of valid 

standards, reliance on subjective evaluation, lack of an 

appropriate evaluation process and data collection mech-

anisms, and inadequate training of surveyor, limits the ef-

ficiency of health services monitoring system for ensuring 
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Abstract 

Background and Objectives: Endometrial hyperplasia (EH) is an abnormal overgrowth of endometrium that may 
lead to endometrial cancer, especially when accompanied by atypia. The treatment of EH is challenging, and 
previous studies report conflicting results. Metformin (dimethyl biguanide) is an anti-diabetic and insulin sensitizer 
agent, which is supposed to have antiproliferative and anticancer effects and the potential to decrease cell growth in 
endometrium. While some studies have evaluated the anticancer effect of metformin, studies on its potential effect 
on endometrial hyperplasia are rare. To address this gap, in this comparative trial study, we evaluate the effect of 
additive metformin to progesterone in patients with EH.

Methods: In this clinical trial, 64 women with EH were randomized in two groups. The progesterone-alone group 
received progesterone 20 mg daily (14 days/month, from the 14th menstrual day) based on the type of hyperplasia, 
and the progesterone-metformin group received metformin 1000 mg/day for 3 months in addition to progesterone. 
Duration of bleeding, hyperplasia, body mass index (BMI), and blood sugar (BS) of the patients were then com-
pared between the two groups.

Findings: NA mean age of 44.5 years, mean BMI of 29 kg/m2 and mean duration of bleeding of 8 days were calcu-
lated for the study sample. There was no significant difference in age, BMI, gravidity, bleeding duration, and duration of 
disease at baseline between the two groups. While all patients in the progesterone-metformin group showed bleeding 
and hyperplasia improvement, only 69% of the progesterone-alone patients showed such an improvement, with the 
difference between the two groups being significant (P = 0.001). Although the difference between two groups in the 
post treatment endometrial thickness was not significant (P = 0.55), post treatment BMI in the progesterone-metformin 
group was significantly lower than in the progesterone-alone group (P = 0.01). In addition, the BS reduction in the 
progesterone-metformin group was significantly larger than that in the progesterone-alone group (P = 0.001). 

Conclusions: Our results indicated that administration of progesterone 20 mg/day plus metformin 1000 mg/day 
can significantly decrease bleeding duration, hyperplasia, BMI and BS in women with EH. 

Keywords: Endometrial hyperplasia, Metformin, Progesterone

Background and Objectives
Endometrial hyperplasia (EH) is an abnormal over-
growth of endometrium that may lead to endometrial 
cancer, especially when accompanied by atypia [1]. 
Although the effect appears only in 5% of asymptom-
atic patients, its prevalence in patients with PCOS 

and oligomenorrhea is about 20% [2]. Body mass 
index (BMI) and nulliparity are two main risk factors 
for EH. Other risk factors include chronic anovula-
tion, early menarche, late onset of menopause and 
diabetes [3], which are related to increased circulat-
ing estrogen [4]. The treatment of EH is challenging 
and previous studies report conflicting results [5]. 
Age, fertility, and severity of EH in histology are the 
most important factors determining the treatment op-
tion [5]. Most studies have addressed hysterectomy 
in patients with atypical EH [5], particularly those 
with PCOS, and have led to conflicting results [5-11]. 
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Background and Objectives: Monitoring of health organizations by the regulatory bodies is crucial to ensure 
high performance of health system. Although Iranian health settings are monitored by the Ministry of Health and 
Medical Education (MOHME) in various ways, periodic evaluation of their constant commitment to the national 
licensure standards in health domain is rare. The aim of the present study was to highlight the importance of such 
evaluations by auditing the general health clinics of Tabriz (a metropolitan city in Northwestern Iran) based on 
national licensure standards.

Methods: This across-sectional study surveyed all general health settings in Tabriz city. The data were collected 
using a validated researcher-made checklist. The collected data were summarized using descriptive statistical 
methods. The mean values were compared by t test and analysis of variance (ANOVA). 

Findings: The score of compliance to national licensure standards averaged at 70.5%. The highest level of com-
pliance was observed for medical and non-medical devices dimension (78.2%) whereas the lowest compliance 
was recorded for hygiene dimension (58.4%). Public clinics showed a significantly higher compliance to standards 
compared with the private settings (P < 0.05). Also a significant difference in total compliance score was identified 
between clinics with > and <5 licensed services (P < 0.05).

Conclusions: The level of current compliance of the surveyed clinical settings shows considerable room for im-
provement. Private health settings and the hygiene domain are the primary targets of focus for intervention. Our 
results encourage further national-wide studies to gain a comprehensive view of the compliance of Iranian clinics 
to the licensure standards.
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quality of health services. One of the major health fields for 

appearance of these shortcomings is the outpatient care 

which account for the majority of patients’ referrals.13,14

Survey of literature in this domain revealed a gap in rele-

vant studies and reports in an Iranian context, maintaining 

the situation of Iranian health clinics totally vague. This 

gap motivated us to conduct a study aimed to (1) develop 

a validated evaluation tool for regular assessment of the 

commitment of health clinics to the licensure standards, 

and (2) to provide relevant provincial-level data as a base-

line for further large-scale surveys.

Methods
Of the total of 65 general clinics of Tabriz city (Northwest-

ern Iran) 49 clinics whose administrators agreed to partic-

ipate in the study were surveyed. Given the unavailabili-

ty of standard tools to assess compliance with licensure 

standards, researchers developed and validated a check-

list for this purpose (see Supplementary Materials). 

The checklist questions were initially formulated based 

on extensive literature review and the opinion of 10 ex-

perts from Treatment Affairs of Tabriz University of Med-

ical Sciences, Tabriz Medical Council, and Tabriz Health 

Services Management Department. The content validity of 

the checklist was confirmed using content validity index 

(CVI) and the content validity ratio (CVR) which was tested 

by mentioned experts. An acceptance score of 70% was 

calculated based on the experts’ responds.15,16 Each item 

below this score was set to be eliminated from the check-

list. The CVR and CVI of 89% and 92%, respectively, were 

obtained without excluding any questions. The final tool 

was a 78-item checklist with six dimensions of physical 

environment (23 questions), medical and non-medical 

devices (16 questions), human resources (13 questions), 

medical documents and information (5 questions), com-

pliance the law and regulations notified (10 questions) 

and hygiene (11 questions). In addition, some questions 

regarding the characteristics of health clinics, including 

geographical region, date of launch, admission rate, own-

ership, and the number of approved services delivered are 

included in checklist. 

The data was collected by interviewing clinical man-

agers and staff, field observations, and review of clinical 

documents/records based on the nature of checklist ques-

tions. Data was summarized using descriptive statistical 

methods. T test and analysis of variance (ANOVA) was 

used to compare the mean values. All analyses were car-

ried out by SPSS version 19 software package.

Ethical Issues

This study was approved by Ethics Committee of Tabriz 

University of Medical Sciences. The informed consent of 

all participants was obtained. The participants were in-

sured of the confidentiality of their responses.

Results
Table 1 shows the characteristics of the surveyed hos-

pitals. The majority of the surveyed clinics hold a private 

ownership (71.5%) and work entire day and night (87.8%). 

The admission rate in clinics ranges between 50-100 pa-

tients/day. Most clinics (51%) are authorized to offer 6-10 

approved health services (Table 1).

Table 2 presents the score mean of compliance with 

licensure standards and its dimensions. The compliance 

with licensure standards averaged 70.5%. The highest 

score mean was received by dimension of medical and 

non-medical devices (78.2%) and the score was related to 

dimension of hygiene (58.4%).

T test revealed that the overall compliance and three di-

mensions of physical environment, medical and non-medi-

cal devices, and human resources score significantly high-

er in public compared with private clinics (P < 0.05). Also 

ANOVA identified significantly higher compliance in clinics 

offering > 15 approved services compared with those of-

fering 1-5 (P < 0.5).

Discussion
The present study aimed to audit the general health clinics 

of Tabriz city with respect to their compliance to the licen-

sure standards. The surveyed clinics showed a moderate 

compliance with the licensure standards. A previous sim-

ilar study by Ahmadi et al identified a compliance score 

of 78.9% for general practitioners offices (GPOs) of Ta-

briz city.17 A comparable score of 78.5% was also report-

ed by Kamkari et al, for Tabriz’s general dentistry offices 

Table 1. The Characteristics of Assessed Clinics

Variables Categories No. %

Ownership

Public 12 24.5

Private 35 71.4

Charity 2 4.1

Time of services delivery
Daily (part-time) 6 12.2

24 hours 43 87.8

Admission rate 

1-50 8 16.3

51-100 16 32.7

101-200 11 22.4

>200 14 28.6

No. of approved services 
delivered

1-5 17 34.7

6-10 25 51.0

11-15 4 8.2

>15 2 4.1
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(GDOs).18 The lower compliance of general health clinics 

in the present survey compared with GPOs and GDOs 

may be attributed to the apparently more competitive na-

ture of activities in offices compared with clinics.

The highest compliance score was recorded for medical 

and non-medical devices. This may be due to the pos-

itive attitude of patients towards the advanced medical/

non-medical equipment and the efforts made by clinical 

administrators to take the advantage of this attitude to at-

tract more patients. On the other hands, and perhaps as a 

result of over-emphasis on equipment, such an important 

factor as hygiene scores the lowest. The marginal atten-

tion of clinics to the hygiene was also reported in the study 

of Ahmadi et al where hygiene received the lowest compli-

ance score in GPOs.17 

With the exception of a few domains, there is no agree-

ment between findings of our and previous similar studies 

carried out in Tabriz. For instance contrary to our results, 

Ahmadi et al17 and Kamkari et al18 found the highest score 

mean for the dimension of medical documents and in-

formatics. Also in contrast to our data, the dimension of 

medical and non-medical devices scored the lowest in the 

survey of dentistry offices by Kamkari et al.18 These dis-

crepancies indicate that the adherence to licensure stan-

dards may differ depending on the medical context, thus 

requiring context-specific intervention approaches.

We also found significantly higher score of compliance 

to standards in clinics with more than 15 approved ser-

vices compared with those with lower than 5. This signals 

a correlation between the level of compliance and number 

of licensed services and compliance with licensure stan-

dards, which if confirmed in future studies would be infor-

mative for policy-making and intervention. 

A higher level of compliance with standards was also 

found in public clinics compared with the private clinics. 

This difference does not follow the apparently more pos-

itive attitude of patients towards private health settings 

relative to the public ones. Investigating the reason be-

hind this difference is beyond the scope of this study. Our 

Table 2. The Status of Standards Compliance in All Dimensions

Dimension Mean SD

Physical environment 0.75 0.17

Medical and non-medical devices 0.78 0.12

Human resources 0.65 0.13

Medical documents and informatics 0.61 0.21

Compliance of law and notified regulations 0.69 0.20

Hygiene 0.58 0.18

Total (all of dimensions and standards) 0.705 0.123

Abbreviation: SD, standard deviation.

results however emphasize the need for such studies to 

gain insight into the impact of ownership on compliance of 

clinics to the standards and the required interventions to 

improve the situation in private settings.

Conclusions
The level of current compliance of the surveyed clinical 

settings shows considerable room for improvement. Pri-

vate health settings and the hygiene domain are the pri-

mary targets of focus for intervention. Our results encour-

age further national-wide studies to gain a comprehensive 

view of the compliance of Iranian clinics to the licensure 

standards.
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