
CARDIOVASCULAR SURGERY

STUDY OVERVIEW

CLINICAL & ECONOMIC BENEFITS
ASSOCIATED WITH COSEAL SEALANT

Assessment of the effect on blood loss and transfusion requirements 
when adding a polyethylene glycol sealant to the anastomotic closure 
of aortic procedures: a case–control analysis of 102 patients 
undergoing Bentall procedures.*

*Natour E, Suedkamp M, Dapunt OE. J Cardiothorac Surg. 2012;105(7):2-6.

  Please see Indication and Important Risk Information on back.



Retrospective Analysis observed Postoperative Clinical Benefit

A retrospective analysis of aortic Bentall procedures in 102 patients* over a 30-month period (between 
January 2004 and June 2006) at the Klinikum Oldenburg in Germany compared clinical outcomes with the use 
of COSEAL Surgical Sealant for suture-line reinforcement (n=48) to the control group (n=54), which had no 
treatment applied to the suture line. Patients were operated on by one of six cardiothoracic surgeons using 
standardized procedures.** 

The study observed significant clinical improvement in outcomes for the COSEAL Sealant group:†

–    Fewer intraoperative and postoperative transfusions of RBC at 48 hours postop

–    Reduced postoperative drainage 

–    Reduced ICU and hospital stay

–    A trend towards a reduced rethoracotomy rate

*The authors present a comparison in characteristics between the “treatment” and “control” groups, however, statistically speaking, controlling for differences using   
propensity score matching is the standard. The reader should, therefore, appreciate that there is an absence of statistical controls.

**3 of the participating surgeons routinely added COSEAL Sealant to the anastomotic closure of aortic procedures, whereas the other 3 did not. Therefore, the results  
may have been influenced by particular surgeons’ experience and individual techniques.

†The fact that the data to be recorded for the efficacy and safety outcomes were not pre-defined, but taken out of the existing routine documentation, may impact the 
suitability of the measured parameters. The authors point out that the results reported cannot be considered ‘causal’, i.e., cause and effect between treatment and 
results. These findings suggest that there might be a relationship and a randomized controlled trial is the next step to make any reasonable claims.
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Please see Indication and Important Risk Information on back.

COSEAL Sealant is not to be used in place of sutures, staples, mechanical closure.



In addition to assessment of the clinical benefits, the indirect economic benefit was estimated based on typical costs 
(between 2004–2006) at Klinikum Oldenburg, Germany. The results may have translated into cost savings for aortic 
Bentall procedures over the 30-month study period, totaling an overall estimated cost savings of €1,943 per patient.

Note that the cost calculations reported were hypothesis-generated and do not represent a detailed or formal 
analysis of cost effectiveness and warrant further confirmation in dedicated (Level I) economic studies. The chart 
below shows the breakdown of these cost assumptions converted into US dollars.

Estimated per-patient cost savings when using COSEAL Sealant 
for anastomotic closure during aortic surgery*

*Euro to USD conversion done on May 2016 (1 Euro = $1.13 USD)
**ASP for 2 mL of COSEAL Sealant as of May 2016

Surgical 
Requirement

Unit
Cost

COSEAL 
Sealant

Control 
(No Sealant)

Cost Savings 
Using Sealant

RBC $226/unit 3.6 units 
($813.60) 5 units ($1,130) $316.40

FFP $181/unit 2.1 units 
($380.10) 3 units ($543) $162.90

PEG Sealant $357**/2 mL 
application 2 mL ($357) N/A ($357)

Rethoracotomy $2,266/
procedure 0.02 ($45.32) 0.11 ($249.26) $203.94

ICU Stays (days) $453/day 4.3 6.4 $951.30

Hospital Stay 
(days) $170/day 16.1 21 $833

Overall estimated cost savings per patient                  $2,110.54

Results Indicate Potential for Cost Savings



COSEAL Surgical Sealant Indication
COSEAL is indicated for use in vascular reconstructions to achieve adjunctive hemostasis by mechanically 
sealing areas of leakage.

Important Risk Information for COSEAL
 COSEAL is not to be used in place of sutures, staples, or mechanical closure.

 COSEAL swells up to four times its volume within 24 hours of application and additional swelling occurs as 
the gel resorbs. Therefore, surgeons should consider the maximum swell volume and its possible effect on 
surrounding anatomic structures potentially sensitive to compression.

Apply only as a thin layer.

Use caution when applying with pressurized gas.

 Do not place devices or other objects on top of tissue where COSEAL has been applied, until the material is fully 
polymerized (non-tacky).

 Do not apply COSEAL over any devices or objects that will need to be removed. COSEAL must not be used as a 
mechanism of adherence, even temporarily, for any object.

Do not inject COSEAL into vessels.

 In vivo testing demonstrated a mild skin sensitization response in an animal model.

Similar testing in humans has not been conducted.

Rx Only. For safe and proper use of this device, refer to the appropriate full device Instructions for Use.
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