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* There is a significant unmet need for intrauterine contraceptive device
(IUD) insertion procedures associated with less pain and discomfort,
particularly for nulliparous women1-3 VAS Pain score v IUD insertion with the Carevix device is
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Figure 1: Study flow Figure 2: Primary outcome: Average VAS Pain Score

* We have recently reported very low pain and high overall satisfaction Screened
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* The study flow is shown in Figure 1. A total of 100 subjects were randomised, 48 to the Carevix group and 52 to standard tenaculum. ACKNOWLEDGEM ENTS

Average age was 29.1 years and 55 (55%) were nulliparous

Endpoints: | | | | | . . o . . The study is registered on Clinicaltrials.gov: NCT04441281
+ The primary end point was patient-reported pain at 7 specific steps * Subjects undergoing IUD insertion with the Carevix device reported significantly lower pain scores at all relevant points of the procedure

during IUD insertion, measured on a 0-100 mm Visual Analogue Scale compared with tenaculum use (Figure 2)

(VAS) * Nulliparous women experienced the greatest benefits from the Carevix device (Figure 3). In this group, 32% of subjects were free from pain REFERENCES / COl
e Safety was assessed by amount of bleeding (measured by weight of during cervix grasping and cervix traction while 8% were completely free of pain during IUD insertion

buffers used for haemostasis), adverse events and serious adverse

* Eligible subjects were randomised to the Carevix device or control, with
randomisation stratified within each study arm to balance the
distribution of nulliparous and parous participants
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» Overall provider satisfaction and overall patient satisfaction were * Rates of bleeding were reduced by 78% when using the Carevix device compared with tenaculum (Table 1) N




