
CONSORT 2010 checklist  Page 1 

CONSORT 2010 checklist of information to include when reporting a randomised trial* 

 

Section/Topic 

Item 

No Checklist item 

Reported on 

page No 

Title and abstract 

  

1a Effect of Pre-operative Carbohydrate Loading in Femur Fracture: A Randomized Controlled Trial 
 

1 

1b Background Pre-operative carbohydrate loading has been shown to improve postoperative outcomes in several 

countries, however no studies on this topic have yet been reported in Nepal. 

Objectives to evaluate the effect of pre-operative carbohydrate loading in femur fracture surgery 

Methods A total of 66 participants were included in this study and assigned to control group (n=33) and study 

groups (n=33). Participants aged 50 years and above having femur fracture planned for surgery were recruited 

randomly through computer-generated random number between August 2020 and November 2021. The pre-

operative nutritional status was identified and the post-operative outcomes were measured using the Visual 

Analogue Score (VAS), Cumulative Ambulatory Score (CAS), and modified Barthel Index (MBI) score system. 

Statistical analysis were performed using the Chi-square test and independent t-test to compare between the 

outcomes of the two groups. 

Result The effect of carbohydrate loading showed a significant reduction in the post-operative pain in the study 

group than that of the control group (4.1+ 1.8 versus 6.1 + 2.1, p=0.010) and higher functional mobility (8.1+2.6 

versus 6.8+2.8, p=0.033). The hospital stay in the study group was also shorter than in the control group 

(6.7+2.4 versus 8.8+4.5, p=0.024). 

Discussion The uptake of carbohydrate loading showed reduced post-operative pain, enhance functional 

mobility, and decreased length of hospital stay. 

Trial registration ClinicalTrials.gov identifier: NCT04838366 
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Introduction 

Background and 

objectives 

2a The surgery of femur fracture in prolonged fasting state among elder people was thought to be considered to 

prevent from pulmonary aspiration however the ERAS protocol has proved that it is unnecessary and now 
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carbohydrate drinks have been promoted before two hours of surgery. It has shown the better postoperative 

outcome and hence decrement of the length of hospital stay. This has been studied in many other countries 

however not reported in Nepal yet. 

 

 

2 

2b The aim of this study was to assess the effect of pre-operative carbohydrate loading on the improvement of 

postoperative pain, functional mobility, and the rate of recovery in a femur fracture surgery. 

 

2 

Methods 

Trial design 3a This study was a hospital-based, open-label, two-armed, randomized controlled trial. Participants were 

randomized in a 1:1 ratio and assigned to a study and control group randomly. 

 

4 

3b Individual randomization was performed using a computer-generated random number. Random numbers were 

kept in an envelope. Upon confirmation of a participant’s eligibility, the next envelope in the sequence was 

opened, and the treatment allocation was entered on a randomization list. Treatment allocation was done by the 

principal investigator. 

 

 

 

4 

Participants 4a Patients aged 50 years an above with femur fractures planned for surgery 4 

4b Nepal Orthopaedic Hospital was selected purposively because it is one of the excellent Orthopaedics and 

Trauma Care Super-specialty centre in Nepal, with a focus on orthopedics services. 

 

4 

Interventions 5 The eligible patients were assigned into two groups: the control group and the study group through computer-

generated random numbers. As is traditional, the control group was kept fasting from midnight through the next 

morning. But the study group was intervened with carbohydrate loading as the protocol made by Enhanced 

Recovery after Surgery (ERAS) 

 

 

 

5 

Outcomes 6a Primary outcome to compare the post-operative pain and functional mobility between the study and control 

groups. Secondary outcome to find out the serum albumin level between two groups. The postoperative pain in 

24 hours was measured using the visual Analog Scale (VAS) scoring system. The Cumulative Ambulatory Score 

(CAS) was applied to find out the mobility function after surgery  and the Modified Barthel ADL index was also 

used to measure independence at the time of discharge from the hospital, ranging the score from 0 to 20 “total 

dependency”, the higher the score better the self-care activity.  

 

 

 

 

 

5 

6b None significant  

Sample size 7a The sample size was determined based on a previous similar study. The calculated sample size was 60. To take 

into account with 10% loss through follow-up and dropout, the total sample size was 66 (33 participants in each 

group) 

 

 

 

4 

7b DSMB (Data Safety Management Board) of an orthopaedic surgeon, dietician and statician was prepared 6,7 

Randomisation:    

 Sequence 8a Computer generated random block number 4 
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generation 8b A randomized controlled trial 4 

 Allocation 

concealment 

mechanism 

9 Mechanism used to implement the random allocation sequence (such as sequentially numbered containers), 

describing any steps taken to conceal the sequence until interventions were assigned 

 

 Implementation 10 Principal investigator did the randomization 4 

Blinding 11a No blinding applied  

11b Non applicable  

Statistical methods 12a Chi-square and independent-sample t-test were used to compare between the intervention and control groups. 6 

12b Methods for additional analyses, such as subgroup analyses and adjusted analyses  

Results 

Participant flow (a 

diagram is strongly 

recommended) 

13a Consort 2010 flow chart used (fig.1) Separate file 

13b No loss of follow up, but nine cases were excluded due to diagnosis of COVID-19 and severity of patients and 

the patients were referred to other centre (shown in fig.1) 

 

Separate file 

Recruitment 14a Patients were recruited under study after the planning for surgery and follow up till the discharge from hospital 5 

14b No ending of any trail  

Baseline data 15 Table 1 shows the demographic information and Table 2 shows the clinical characteristics and Table 3 shows 

the biochemical parameter for each group 

 

7, 9, 10 

Numbers analysed 16 For each group, 33 in control group and 33 in study group were analysed 6 

Outcomes and 

estimation 

17a For each primary and secondary outcome, results for each group, and the estimated effect size and its precision 

(such as 95% confidence interval) 

 

17b For binary outcomes, presentation of both absolute and relative effect sizes is recommended  

Ancillary analyses 18 Results of any other analyses performed, including subgroup analyses and adjusted analyses, distinguishing pre-

specified from exploratory 

 

Harms 19 No harms of carbohydrate drinks were explained 7 

Discussion 

Limitations 20 Insulin Resistivity could not be considered. Similarly, the patients' medical co-morbidities through American 

Society of Anesthesiologists (ASA) could not be analysed. Besides these, the data were collected during the 1st 

wave of COVID-19 pandemic that heavily affected in all sectors physically, mentally, and socially and of 

course, exaggerated the data collection process. 

 

 

 

12 

Generalisability 21 Pre-operative carbohydrate loading in femur fractures accelerates recovery in terms of post-operative pain, 

ambulatory function and shortening hospital stay 

 

12 

Interpretation 22 Our findings are consistent with other studies 11, 12 
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Other information  

Registration 23 Ethical approval from NHRC (Reg. Number: 3104) and clinical trial (ClinicalTrials.gov identifier: 

NCT04838366) 

 

13, 1 

Protocol 24 https://clinicaltrials.gov/ct2/show/NCT04838366  

Funding 25 Funding provided by NHRC under the Provincial Research Grant (Grant number: 110/2021). 

 

14 

 

*We strongly recommend reading this statement in conjunction with the CONSORT 2010 Explanation and Elaboration for important clarifications on all the 

items. If relevant, we also recommend reading CONSORT extensions for cluster randomised trials, non-inferiority and equivalence trials, non-pharmacological 

treatments, herbal interventions, and pragmatic trials. Additional extensions are forthcoming: for those and for up to date references relevant to this checklist, 

see www.consort-statement.org. 

 

http://www.consort-statement.org/

