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Effect of tramadol in the prevention of postpartum depression：A 

randomised, double-blind, placebo-controlled trial 

INFORMED CONSENT FORM 

Dear Patient： 

We sincerely invite you to participate into the clinical trial ＂Effect of tramadol in the prevention 

of postpartum depression：A randomised, double-blind, placebo-controlled trial＂. Before you 

consent to participate into the clinical trial, please carefully read the following information 

regarding the study and then make your decision by yourself. You can directly ask for the 

investigators or your doctor if there was any information that you can’t understand. Also you can 

discuss it with your family or friends before you make your decision. In addition, please tell the 

investigators or your doctor if you are participating in other clinical trial. The current trial protocol 

was approved by the Institutional Ethics Committee of Xinqiao Hospital (ID: 2017-026), Third 

Military Medical University.（Contact information: 023-68755422） 

 

1. Study background 
Postpartum depression is one of the most commonly experienced psychological disorders for 

women patients undergoing caesarean section, which accounts for about one third of puerpera 

worldwide. Tramadol, a commonly used analgesic with an inhibitory effect on the re-uptake of 

norepinephrine and serotonin, is an effective and well-tolerated agent for analgesia after caesarean 

section. Based on the role of changes in the postpartum levels of serotonin and norepinephrine in 

postpartum depression, we speculated that postoperative intravenous analgesia using tramadol 

may decrease the incidence of postpartum depression for caesarean patients. Therefore, this trial 

aimed to explore the effect of tramadol in the prevention of postpartum depression. 

2. Study method 
A randomised double-blind placebo-controlled trial will be performed and you will be randomised 

to receive patient-controlled intravenous analgesia with tramadol or hydromorphone, or 

patient-controlled epidural analgesia with ropivacaine. The primary outcome of this trial will be 

the incidence of postpartum depression at 4 weeks after the caesarean section, together with the 

collection of the relevant data during hospitalisation and at 3 months after the caesarean section. 

Subgroup data according to the preoperative depression score will be analysed. Demographic 

characteristics, postoperative analgesic effects, and postoperative recovery score will also be 

summarised and presented.  

3. What need you do?  

All clinical procedure in the current study will be performed according to the clinical routine 

method. What you need to do is to complete the survey of demography data, psychological status 

regarding postpartum depression, etc., before the surgery and at 4 weeks and 3 months after the 

surgery. In addition, before the surgery and 48 hours after the surgery 3-5 mL blood will be 

collected for detection of serum serotonin and norepinephrine, which is totally free.  
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4. Risks and benefits 

All clinical procedure in the current study will be performed according to the clinical routine 

method. And if there was any adverse events happened, your doctor will deal with it in time. For 

the patients who participate in this study, psychological status regarding postpartum depression 

before the surgery and at 4 weeks and 3 months after the surgery will be performed. This may help 

you to understand your psychological status at different time points. In addition, this study aimed 

to explore a potential method to decrease the risk of postpartum depression, which may help more 

puerperae in the future.  

5. Personal privacy 

The current trial data will be analysed and disseminated at scientific meetings, and in international 

peer-reviewed scientific journals. And we guarantee that any personal details will not be reported. 

And at any time we can understand and accept your decision if you chose to not continue the 

study. 

 

 

SIGNATURE PAGE 

As the subject, I have understood the above information and the investigator 

have carefully told me the study details. I consent to participate in the clinical 

trial ＂Effect of tramadol in the prevention of postpartum depression：A 

randomised, double-blind, placebo-controlled trial＂. I’d like to sign this 

Informed Consent Form and voluntarily to participate into this trial.  

 

 

Subject’s signature：                 Date：                

Telephone number：               

 

 

I have carefully told all the study details to the patient, and answered all 

questions that raised by the patient subject.  

 

Investigator’s signature：                 Date：                

Telephone number：               
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