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 AL10-05                                   February 3, 2010 
 

Item:     Fresenius HemaClip used during dialysis 
 
General Information:  The VA National Center for Patient Safety (NCPS) analyzed reports of 

bleeding episodes during dialysis. Analysis of these adverse event 
reports with both dialysis catheter access and needle access usage 
revealed clinically significant bleeding episodes, some of which were 
catastrophic. Patient Safety Advisory AD09-02 (see Reference section) 
issued on 10/21/2008 outlined in detail the results of the analysis and 
gave recommendations for the early detection and prevention of these 
adverse events. The Advisory recommended that HemaClip patient 
connector clips be used whenever possible to decrease the possibility of 
loosening or disconnection of the return blood line at the dialysis 
catheter. After the Advisory was issued, a catastrophic event occurred 
in a facility that used Fresenius bloodlines but did not utilize the 
Fresenius HemaClip. 
 
Dialysis machine alarms are not always reliable in preventing patient 
harm. In hemodialysis machines, the venous pressure monitor cannot 
always be relied upon for the early detection and alarm of a venous 
line disconnection or needle dislodgment. The analyzed reports 
showed that frequently, where complete disconnection occurred, the 
hemodialysis machine audible alarm did not sound before serious 
patient harm occurred. This reinforces the need to keep access sites 
visible as well as the protective value of utilizing the Fresenius 
HemaClip where Fresenius bloodlines are employed. See Attachment 
1 for photos of representative catheters with the HemaClip attached. 

 
 Actions: 1. By close of business (COB) February 4, 2010, the Facility Director 

(or designee) will ensure that all Dialysis staff are made aware of this 
Patient Safety Alert. 

2. By COB February 9, 2010, Dialysis Unit Managers (or designee) 
at all facilities must remind all dialysis personnel and patients that, as 
stated in the Patient Safety Advisory AD09-02, and now directed by 
this Alert, that the access site must remain visible, even though this 
may require some ingenuity, such as in the case of groin access or 
treatments done outside of the chronic dialysis unit. In addition, the 
patient should not be placed alone in a situation where the access site 
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cannot be seen, such as rooms which do not permit ongoing observation 
of the blood lines. Isolation rooms should be designed or modified to 
allow easy visualization of the patient during treatment. 

 
 3. By COB February 9, 2010, Dialysis Unit Managers (or designee) 

at facilities that use Fresenius bloodlines will assure that their staff 
have ordered the HemaClip (Part Number 04-9100-1). Note: The clips 
are available by the case (400 clips/case). Contact Fresenius Customer 
Service at (800) 323-5188.  After receipt of the HemaClips, the facility 
shall verify the fit of the HemaClips to the catheters in use. See the 
Additional Information section below for the fit assessment process. 
Notify NCPS if the catheters and HemaClip are found to be 
incompatible. 

 
  4. By COB February 26, 2010, Dialysis Unit Managers (or designee) 

at facilities that use Fresenius bloodlines in conjunction with 
compatible dialysis catheters shall begin to use the HemaClip (Part 
Number 04-9100-1) on both the arterial and venous catheter 
connections for every patient treatment. Prior to using the clip, staff 
must be trained and demonstrate competency in its use and the 
applicable dialysis SOPs must be revised. See Attachment 2 for the 
Fresenius HemaClip Instructions for Use.  

 
5.  By COB March 2, 2010, the Patient Safety Manager shall 
document the status of this Patient Safety Alert on the VHA 
Hazardous Recalls/Alerts website. 

 http://vaww.nbc.med.va.gov/visn/recalls/index.cfm  
                                          
Attachments:  1. Photos of representative catheters with Fresenius HemaClip attached  

to the venous bloodline 
2. Fresenius HemaClip-Instructions for Use  
  

  Additional Information: Fit Assessment Process: Although information currently available 
indicates that the clip should be suitable for virtually all catheters, there 
is a possibility that the HemaClip will not fit all hemodialysis catheters. 
Fresenius bloodlines users must verify that their existing and any new 
catheters are assessed for proper fit. The catheter clip part of the 
HemaClip should fit securely to the catheter as shown in the 
illustrations in the attached Instructions for Use (see Attachment 2). 
The catheter needs to be held snugly, so that it can’t be shaken loose 
from the clip. Place the clip for the catheter as close as possible to the 
catheter/bloodline connection to assure that the plastic teeth on the 
HemaClip are fully engaged when the two parts are connected. 

  
 Experience has shown that blood leakage as high as 50 ml/min at the 

venous catheter connection does not result in the dialysis machine 
alarming.  
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 The HemaClip should prevent a catastrophic disconnection and blood 

loss at the dialysis machine pump rate, which is typically 400 to 500 
ml/min. However, even with use of the HemaClip, dialysis staff must 
continue to use the correct technique firmly attaching the bloodline 
locking Luer connector to the catheter.  

.   
Reference: Patient Safety Advisory, AD09-02, Bleeding episodes during dialysis   
 http://www.patientsafety.gov/alerts/BleedingEpisodesDuringDialy

sisAD09-02.pdf 
 
Source:  VA Medical Centers 
 
Contact:   Thomas Bauld, PhD, or Judith Anderson, M.D., VA National Center for 

Patient Safety (NCPS) at (734) 930-5890. 
        
 
 
 

http://www.patientsafety.gov/alerts/BleedingEpisodesDuringDialysisAD09-02.pdf�
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Attachment 1 - Photos of representative catheters with Fresenius HemaClip attached  
to the venous bloodline 
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Attachment 2 - Fresenius HemaClip Instructions for Use 
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Attachment 2 - Fresenius HemaClip Instructions for Use (continued)  
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Attachment 2 - Fresenius HemaClip Instructions for Use (continued) 
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Attachment 2 - Fresenius HemaClip Instructions for Use (continued) 
 

 


