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Risk to Health: 
 

• The most likely harm of a HEMAPATCH Woven implanted with the external velour side (paler yellow 
tint) facing inward, in contact with the blood flow, is none or would be insignificant. 

• Harms that could potentially occur are a short delay if the surgeon were to voice concern with the 
placement/orientation, remove the patch, and implant the patch or a replacement patch a second time. 

• The placement of HEMAPATCH Woven with the external velour side (paler yellow tint) facing inward, in 
contact with the blood flow, is likely to go unnoticed and be uneventful clinically. 

• The placement of HEMAPATCH Woven with the external velour side (paler yellow tint) facing inward, in 
contact with the blood flow could be associated with a slight increase in the risk for thrombosis and 
thromboembolism as compared to the opposite surface. Elderly patients with atherosclerosis and or 
coagulation disorders would be at a slightly higher risk to present with thrombosis or thromboembolism. 

 
- No complaint related to this non-conformance in DFU, point (e), has been reported following the 

introduction of the error in HEMAPATCH/HEMAGARD PATCH IFU (since December 07, 2020). 

Actions to be taken by Customer: 

Our records indicate that you have received one or more HEMAPATCH Woven product(s) that remains within 
its shelf life (5 years) . Please follow the steps below: 

1. No devices need to be returned as part of this Field Safety Notice. 
 

2. Please forward this information to all current and potential HEMAPATCH Woven users within your 
hospital / facility to ensure users are aware of the non-conformance in HEMAPATCH/HEMAGARD 
PATCH IFU(s). 

 
o For HEMAPATCH/HEMAGARD PATCH Knitted, the instructions provided in the current 

IFU/DFU are accurate. Please do not change your way of implanting these patches. 
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“The external velour surface, which has a paler yellow tint, should face outward, away from the blood flow. 
The darker yellow inner non-velour surface should face inward, in contact with the blood flow.” 

 
o For HEMAPATCH Woven, the direction for use below should be followed: 

 

 
See below for an image, displaying the two surfaces: 

 

 
Figure 2: HEMAPATCH Woven surfaces 

 
3. If you are a distributor who has shipped any affected products to customers, please forward this 

document to their attention for appropriate action. 
 

4. Please complete and sign the attached MEDICAL DEVICE - FIELD SAFETY NOTICE-RESPONSE FORM (on 
page 5 of this document) to acknowledge that you have received this notification. 

 
PLEASE RETURN YOUR COMPLETED FORM BY EMAIL TO [INSERT SSU CONTACT]: 

XXX XXX 

xxxxxxx@getinge.com 

Tel: +xxxxxx 

Adverse events or quality problems experienced with the use of any of the products mentioned in this document 
may be reported to local Competent Authorities. Please follow the current regulations on adverse event 
reporting in your country. 
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e. For HEMAPATCH/HEMAGARD PATCH Knitted, the external velour surface, which has a darker yellow tint, should face 
outward, away from the blood flow. The paler yellow inner non-velour surface should face inward, in contact with the 
blood flow. 

f. For HEMAPATCH Woven, the external velour surface, which has a paler yellow tint, should face outward, away from 
the blood flow. The darker yellow inner non-velour surface should face inward, in contact with the blood flow. 

Type of action by Intervascular/Getinge: 

 

• Corrections in HEMAPATCH/HEMAGARD PATCH IFU are currently undertaken by Intervascular/Getinge: 
 

1. To clarify that the point (e) in DFU Section is specific to HEMAPATCH/HEMAGARD PATCH 
Knitted: 

 

2. For the placement of HEMAPATCH Woven, the following direction (f) will be added: 

 

 

 
If you have any questions, please contact your Getinge representative. 

Sincerely, 

 
 
 
 
 
 
 
 
 
 
 

 




