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TRAUMATOLOGY CLINICAL STUDY

STUDY PROFILE

nails

Intervention: Intraoperative application of DAC® + Antibacterial Agent

Study design: Single blind - randomised - controlled - multicentre

Endpoint Classification: safety and efficacy study

Primary outcome measures:
- clinical and laboratory evidence of safety
- clinical and laboratory evidence of efficacy

Level of evidence Il

STUDY POPULATION

253 patients
126 treated group- internal osteosynthesis and DAC®

127 control group— internal osteosynthesis
Mean age (years): 58.6 £17.6 (control) and 62.5+21.2 (treated)

TYPE OF FIXATION CONTROLS TREATED
PLATE/SCREW 117 921 115 91.3

INTRAMEDULLARY NAIL 10 ) 11 8.7

FRACTURE SITE

FRACTURE SITE CONTROLS TREATED
32 252 47 37.3

TIBIA/KNEE 11 8.7 16 12.7
ANKLE/FOOT 29 22.8 32 254
CLAVICLE 11 8.7 10 7.9

8 6.3 6 4.8

FOREARM/WRIST 29 22.8 14 1.1

7 5.5 1 0.8

Condition: Closed fresh fractures of long bones requiring the use of plates or intramedullary
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CONCLUSIONS

About 50% of the enrolled patients presenting one or more co-morbidities. The
results are very encouraging with 4.7% of the control group presenting with
infection, versus 0% in the treated group (P<0.02).
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TREATED PATIENT

HOST RELEVANT PRE-OPERATIVE ONSET OF INFECTION CULTURAL
TYPE CO-MORBIDITIES DIAGNOSIS (MONTHS FROM SURGERY)  EXAMINATION

TREATMENT

_ S ’ e ’

76.6 153 80.9

NO FURTHER

43 234 36 19.0

13.5% (7/52) OF CONTROL GROUP SECOND STAGE REVISION DEVELOPED SURGICAL
TYPE OF SURGERY PRIMARY 132 .7 135 7.8 SITE INFECTION VS 0% (0/54) IN THE TREATED GROUP,
3% (4/132) OF CONTROL GROUP PRIMARY SURGERY DEVELOPED SSI VS 0% (0/135) IN
REVISION 52 28.3 54 28.2 THE TREATED GROUP.

CONCLUSIONS

The patient population presents an incidence of high risk factors. Results
showed 6% infection in the control group, versus 0.5% occurrence of infection
in the treated group (P<0.003).
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