
 

Informed consent 

Dear relatives of the subjects:  

We would like to invite you to participate in the clinical trial named “Effects of 

Prophylactic Antibiotic Administration and Antibiotic Timing on Culture Results and 

Clinical Outcomes of Pediatric Musculoskeletal Infection”, which has been approved by 

Human Research Ethics Committee of Shenzhen Children’s Hospital. It is expected that 

632 children with musculoskeletal infection (MSI) will participate on a voluntary basis. 

The incidence of pediatric MSIs is approximately 2-13 every 100,000 children per 

year in developed countries but higher in other districts. When caring for pediatric MSI 

patients, the question concerning the timing of prophylactic antibiotics remain 

controversial at present. Therefore, a prospective trial is needed to further evaluate the 

effect of antibiotic timing on pediatric MSI tissue culture results. This study is aimed to 

provide some evidence for the clinical management of pediatric MSIs with regards to the 

application timing of antibiotics. 

The inclusion criteria in this study are as follows: (1) Children and adolescents with 

a diagnosis of MSI; (2) Aged 0-18 years; (3) In agreement to participate in the clinical 

study. Exclusion criteria: (1) Patients with evidence of current infections such as chronic 

recurrent multifocal osteomyelitis, poststreptococcal disease, necrotizing fasciitis, 

cellulitis or other fungal or mycobacterial infections; (2) Patients who have recently 

(within 4 weeks) received any antibiotic treatment no matter related or unrelated to the 

MSIs; (3) Patients from whom the tissue culture is taken 7 days after initiation of 

antimicrobial therapy. 

If you agree that your child participates in this study, your child will receive 

antibiotic treatment according to his/her allotment at 1 week, 3 days, 1 day prior to culture 

collection and 1 day after, respectively. For culture negative cases, imaging techniques 

will be applied for differential diagnosis. Source specimens will be collected by 

experienced clinicians according to the classification of MSIs, i.e., fluid aspiration for 

septic arthritis, subperiosteal abscess when applicable, and pyomyositis, bone biopsy for 
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osteomyelitis. Peripheral venous blood will be withdrawn for blood test. This study will 

not increase the infection severity, nor will it bring additional harm to the child.  

By participating in this study, you child will receive antibiotics and culture for free, 

with free preoperative and postoperative examinations. If your child is combined with 

other conditions and requires relevant treatments and examinations, or if your child is 

shifted to other treatments due to initial unresponsiveness, these will not be free of charge. 

The medical records of your child will be kept at the hospital. You will be allowed to 

review the medical records with the approval from the researchers, research governing 

body and ethics committee. Publication of any research results will not disclose the 

identity of your child. We will do everything we can to protect the privacy of your child’s 

medical records. 

Recruitment of this study is on an entirely voluntary basis. You can refuse to 

participate in this study, or quit at any time during the research. Neither will affect the 

treatment of your child. If you decide to quit, please contact the attending physician. Your 

child may be required to receive relevant examinations, which is beneficial for protecting 

your child’s health. 

Statement of subject’s relatives: I have read the introduction of this study and am 

fully informed of the potential risks and benefits of the study. I am willing to participate 

on a voluntary basis. 

I agree to or do not agree to the use of my medical records and culture specimens for 

purposes other than the present study. 

Signature of the subject’s guardian:                                Date:           
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