Research project with categorical outcome

Project 2:

Study objectives: 
To determine the efficacy of Cephazolin and Ampicilin, as compared to placebo, in preventing of the post-operative febrile morbidity for abdominal hysterectomy patients.

Introduction

Materials and methods

321 women admitted to X hospital for hysterectomy were randomized to one of the three intervention groups: cephazolin (108), Ampicilline (106) and Placebo (107). A double blind approach was used. Drugs were administered prior to the operation and for --- after the operation. Patients who had fever prior to the operation or patients with other signs of infection were excluded from the study. Patient were monitored every four hourly for the development of fever and other signs of infection. White blood cell count was done----. Information on socio-demographic characteristics were collected using a standardized questionnaire. Maternal weight at admission to ward was measured using  the UNICEF tarred weighing scale with woman wearing light cloths. The measured weight was immediately recorded. Height was measured using .... scale with a precision of .1 centimeters. 
Data was analyzed using EPIOpen and SPSS statistical software. Relative risk and risk difference was calculated using the two by two table and chi square test to assess the level of significance. 95% confidence interval of the relative risk was used to estimate the parameter and P-value < 0.05 for significant differences.

Results

A total of 321 women undergoing hysterectomy were randomly assigned to one of the intervention group: Cephazoline, Ampicilline or a placebo and followed for post operative febrile abdominal morbidity. Their mean age and weight were 43.6 years (standard deviation ±6.2) and 57.4 kilograms (SD±9.1) respectively. Nearly 30% of the women were anemic. (Table 1). 

Table 1. Baseline characteristics of the women who have undergone abdominal hysterectomy 
	Characteristics
	number
	percent

	Age (years)
	
	

	44 or lower
	  171
	53.3%

	45 or more
	  150
	46.7%

	Total
	321
	100%

	Mean (SD)
	43.6 (±6.2)
	

	Median (Min: Max)
	44 (18-66)
	

	Weight of women in kilograms 
	
	

	56 or lower
	161 
	50.2%

	57 or more
	  160
	49.8%

	Total
	321
	100%

	Mean (SD)
	57.4 (±9.1)
	

	Median (Min: Max)
	56 (36-91)
	

	Height of women in centimeters
	
	

	154 or lower
	  138
	43%

	155 or more
	  183
321
154.9 (±5.1)

155 (140-170)
	57%
100%

	Total
     Mean (SD)
     Median (Min: Max)
	
	

	Presence of Anemia
	
	

	Yes
	  94
	29.3%

	No
	227
	70.7%

	Total
	321
	100%


Women in each intervention group (Cephalotin, Ampicilline and Placebo) accounted 33% each. Post operative febrile morbidity was observed in 16.5 (53) of the women and 2.5% (8 out of 321) received blood transfusion. The average duration of hospital stay and average duration of operative procedure (hysterectomy) were 8.1 days (±3.7) an 96.2 minutes (±31.3) respectively. Nearly two-thirds of the cases were operated by Surgeon A. (Table 2).

Table 2. 
Shows intervention groups, frequency of occurrence of post operative febrile morbidity and associated factors 

	Characteristics
	number
	Percent

	Women in each intervention group
	
	

	Cephazolin
	108
	33.6%

	Ampicilline
	106
	33.1%

	Placebo
Total
	107

321
	33.3%

	
	
	

	Post operative febrile morbidity
	
	

	No
	268 
	83.5%

	Yes
	  53
	16.5%

	Total
	  321
	100%

	Hospital stay in days
	
	

	7days or lower
	169
	52.6%

	8 days or more
	152
	47.4%

	Total
	321
	100%

	Mean stay (SD)

Median (Min: Max)
	8.1(±3.7)

7 (3-48)
	

	Duration of the operative procedure
	
	

	90 minutes or lower
	132
	41.1%

	More than 90 minutes

Total

Mean in minutes (SD)

Median (Min: Max)
	189
321

96.2 (±31.3)
90 (30-240)
	58.9%

	
	
	100%

	
	
	

	
	
	

	Blood transfusion
	
	

	No
	313
	97.5%

	Yes

Total
	8
	2.5%
100%

	
	321
	

	Surgeon
	
	

	A
	204
	63.6%

	B

Total
	117
	36.4%
100%

	
	321
	


Cephazolin and Ampicilline administration for the prevention of post operative febrile abdominal morbidity following hysterectomy does not seem to confer any protection as compared to placebo.
A longer hospital stay and short stature in women was significantly associated with a risk of post operative febrile complication following hysterectomy. The longer hospital stay could as well be a result of post operative febrile complication.
Table 3. 
Difference in relative risk of post operative febrile morbidity between each category of factors. 

	Characteristics
	Relative risk
	Risk difference
	X2 Value
	P-value
	95%CI of the relative risk

	Women in each intervention group
Cephazolin
Placebo
	0.3494
	-15.66%
	8.56
	0.00344
	(0.172, 0.71)

	Women in each intervention group
Ampicilline
Placebo
	
	
	
	
	

	
	2.019
	8.57%
	2.8
	0.09421
	(0.950, 4.29)

	Women in each intervention group
Cephazolin
Ampicilline
	
	
	
	
	

	
	1.418
	7.09%
	1.242
	0.2661
	(0.8279, 2.428)

	Age of mothers (years)
	
	
	
	
	

	44 or Lower
	0.7832
	-4.047%
	0.6784
	0.4101
	(0.4785, 1.282)

	45 or more
	
	
	
	
	

	Duration of the operative procedure
	
	
	
	
	

	90 minutes or lower
	1.152
	2.31%
	0.1564
	0.6925
	(0.693, 1.92)

	More than 90 minutes
	
	
	
	
	

	Hospital stay in days
	
	
	
	
	

	7days or lower
	
	
	
	
	

	8 days or more
	2.162
	12.38%
	8.016
	0.00464
	(1.279, 3.653)

	Height of women
	
	
	
	
	

	154 or lower
	2.021
	11.71%
	7.003
	0.00814
	(1.221, 3.345)

	155 or more
	
	
	
	
	

	Weight of women 
	
	
	
	
	

	56 or lower
	1.032
	0.52%
	0.0006
	0.98
	(-7.6%, 8.64%)

	57 or more
	
	
	
	
	

	Surgeon
A
     B
	
	
	
	
	

	
	0.7481
	-4.952%
	1.242
	0.2661
	(0.8279, 2.428)

	
	
	
	
	
	

	Blood transfusion
	
	
	
	
	

	No
	0.7524
	-4.1%
	0.03
	0.863
	(0.118, 4.79)

	Yes
	
	
	
	
	


