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

Study Profile

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)

Study Population

TYPE OF FIXATION CONTROLS % TREATED %

PLATE/SCREW 117 92.1 115 91.3

INTRAMEDULLARY NAIL 10 7.9 11 8.7

FRACTURE SITE CONTROLS % TREATED %

FEMUR 32 25.2 47 37.3

TIBIA/KNEE 11 8.7 16 12.7

ANKLE/FOOT 29 22.8 32 25.4

CLAVICLE 11 8.7 10 7.9

HUMERUS 8 6.3 6 4.8

FOREARM/WRIST 29 22.8 14 11.1

HAND 7 5.5 1 0.8

Fracture Site

In both groups approximately 
half of the patients presented 
with one or more relevant co-
morbidities known to increase 
postsurgical infection risk 
(McPherson’s classification)

Risk Profile

Six surgical site infections were 
reported in the control group 
(4.7%), compared to none in 
the treated group (P=0.02)  at 
18 months follow-up

DAC®  Effectiveness 
Evidence

75% OF CONTROL GROUP HOST TYPE C DEVELOPED SURGICAL SITE INFECTION
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Traumatology Clinical Study

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).



•	 Condition: Total hip or knee joint replacement 

•	 Intervention: Intraoperative application DAC® + Antibacterial Agent

•	 Study design: Single blind - randomized - controlled - multicenter

•	 Endpoint classification: safety and efficacy study

•	 Primary outcome measures:

	 - clinical and laboratory evidence of safety

	 - clinical and laboratory evidence of efficacy

•	 Level of evidence II

Study profile

373 patients
•	  189 treated group – prosthesis  and DAC®

•	  184 control group - prosthesis
Mean age (years): 71 ± 10.6 (control) 
Mean age (years) 69 ± 12.6  (treated)

Study population

CONTROLS % TREATED %

JOINT HIP 141 76.6 153 80.9

KNEE 43 23.4 36 19.0

TYPE OF SURGERY PRIMARY 132 71.7 135 71.8

REVISION 52 28.3 54 28.2

In both groups 76% of the 
patients presented with one 
or more relevant co-morbidity 
known to increase postsurgical 
infection risk (McPherson’s 
classification)

Risk profile

11 surgical site infections 
were reported in the control 
group (6%), compared to 
only one (0.6%) in the treated 
group (P=0.003) at 14.5 
months follow-up

DAC®  EFFECTIVENESS 
EVIDENCE

13.5% (7/52) OF CONTROL GROUP SECOND STAGE REVISION DEVELOPED SURGICAL 
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 
THE TREATED GROUP.
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TREATED PATIENT

HOST 
TYPE

RELEVANT 
CO-MORBIDITIES

PRE-OPERATIVE 
DIAGNOSIS

ONSET OF INFECTION 
(MONTHS FROM SURGERY)

CULTURAL 
EXAMINATION TREATMENT

B DIABETES; BMI > 40 HIP OSTEOARTHRITIS < 1 NEGATIVE 
CULTURES

NO FURTHER 
INFECTION 

RECURRENCE

Prosthesis clinical study

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).


