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	4. Background and Rationale

         
One of the basic steps of an infertility workup is to evaluate the shape and regularity of the uterine cavity. Acquired uterine lesions, such as uterine fibroids, endometrial polyps, intrauterine adhesions, or all of these, may cause infertility by interfering with proper embryo implantation and growth. (Brown et. al, 2000)

In fact, infertility related to uterine cavity abnormalities has been estimated to be the causal factor in as many as 10% to 15% of couples seeking treatment. Moreover, abnormal uterine findings have been found in 34% to 62% of infertile women. (Pansky et. al, 2006).

Traditionally hysterosalpingography (HSG) has been the most commonly used technique in the evaluation of infertility. It gives reliable information about the patency and morphology of the fallopian tubes. It is also helpful in evaluating uterine cavity abnormalities. (Roma et. al, 2004).

When compared with hysteroscopy; HSG is considered to have a high sensitivity (60–98%), but a low specificity (15–80%) in detecting uterine abnormalities and is, therefore, associated with relatively high false-positive and false-negative rates. (Brown et. al, 2000)

Sonohysterography (SHG)  is considered a simple, effective and well tolerated technique for enhanced transvaginal sonographic imaging of the endometrial cavity. The instillation of sterile saline into the uterine cavity via a fine catheter provides both a contrast medium and an expanding agent. So, Saline infusion sonohysterography can help to triage patients to (1) no anatomic pathology, (2) globally thickened anatomic pathology that may be evaluated with blind endometrial sampling, or (3) focal abnormalities that must be evaluated under direct vision (Goldstein, 2006).
Hysteroscopy is the gold standard for the investigation of uterine cavity, particularly when a pathology is suspected. It is a safe test for the direct and accurate diagnosis of intrauterine abnormalities. It permits direct visualization of the uterine cavity, revealing the nature, location, shape, size and vascular pattern of any uterine cavity abnormalities, such as polyps,  submucosal fibroids, differences in endometrial thickness and adhesions. It also allows a directed biopsy and therapeutic intervention for the treatment of any pathology. Thus hysteroscopy is performed as a definitive diagnostic tool to evaluate any abnormality suspected on HSG, transvaginal ultrasound or SHG in routine investigation of infertile patients. (De Placido  et. al, 2007).
The main disadvantage of traditional hysteroscopy is the need for anesthesia, its relative invasiveness and the associated cost. However, the progressive reduction in the diameter of new hysteroscopes over the last few years has minimized the pain experienced by patients during the procedure and made the use of mini hysteroscope (outpatient hysteroscope) feasible as a routine outpatient examination.

Based on the results of the previous studies, it appears that more than 1/3 of the patients interpreted as normal following HSG are found to have a uterine abnormality after diagnostic hysteroscopy, which might be a significant cause of reproductive failure. These women may be wrongly treated, or unnecessarily investigated, while their intrauterine lesion has been missed. (Shushan A et. al, 1999).

  

.



	5. Objectives

The aim of this work is to compare the findings of hysterosalpingography, saline infusion sonohysterography & office hysteroscopy in patients with suspected uterine causes of infertility. 




	6. Study Design  e.g randomized controlled trial
      Comparative cross sectional study
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	8. Study Methods

Population of study & disease condition (e.g women with hepatitis, ………) 

Patients  with suspected uterine factors of infertility clinically, by HSG or by ultrasound.
Background and Demographic Characteristics (e.g age, ………)
Forty cases with suspected uterine factors of infertility aging from 20-35 years old from patients visiting Kasr Alainy hospital, in the outpatient clinic.
Inclusion criteria:
Age between 20 & 35 years.

-Primary or secondary infertility.

-Normal semen analysis of their husbands.

-Regular ovulation as evident by regular menstrual cycle, confirmed by transvaginal U/S & day 21 serum progesterone.

Exclusion criteria:
Patients who will be excluded from the study are those having any contraindications for hysteroscopy or sonohysterography (menstruation, pregnancy, severe vaginitis or cervicitis,  endometrial infection, history of recent pelvic inflammatory 

diseases or vaginal bleeding ).



Interventions  (in details)

All the patients participating will be informed and consented for the study and will be subjected to the following:

1.
Careful history taking and complete physical examination.

2.
Preliminary 2D ultrasound.

3.
Hysterosalpingography using water soluble dye.

4.
Sonohysterography using saline infusion with pediatrics’ foley’s catheter.

5.
Hysteroscopy done in the outpatient clinic (office hysteroscopy).

Possible Risk
     
Primary outcome parameter (maximum two)
1-      
2-      
Secondary outcome parameters

1-      
2-      
3-      
4-      
5-      
6-      
Sample size (number of participants included)
40 patients
Statistical analysis
          The collected data will be tabulated and analyzed using appropriate statistical tests.
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