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	Ein cyf / Our ref: 163/23/FOI 


	Dyddiad / Date: 2nd August 2023


Further to your request for information dated 3rd July 2023, I am pleased to provide the following response. 
Your request and our response:
1. Do any of the product(s) purchased/used by the hospitals within Betsi Cadwaladr University Health Board (BCUHB) contain Chitin/Chitosan (e.g. surgical sutures, materials in wound healing/tissue engineering/dentistry/drug delivery)?
Yes.


2. What product(s) does BCUHB have in their hospitals (or intend to purchase) that contain Chitin/Chitosan?

Haemostatic Gauze.
3. For each product listed in response to Question 2, please provide the following details:
	Brand Name
	ChitoGauze

	Purpose of product
	Haemostatic Properties

	Department used
	Obstetrics

	Volume used over 2022/2023
	10 single units


4. Has the Health Board received any complaints or filed any cases of side effects from using the Chitin/Chitosan product(s) mentioned above? If so, please provide detail of the following:
· Number of cases in years 2020, 2021, 2022 and 2023

· A description of the most three common side effects

· Which product(s) caused the most commonly seen side effects?

There have been no complaints recorded on our systems to include side effects from using Chitin/Chitosan product(s).
5. Are there any limitation(s), certification(s), or regulatory requirement(s) that are bounded when utilizing Chitin/Chitosan in your hospitals (i.e. ISO standards or Ethics, etc)? If so, please specify.   
The item must be supplied with a valid CE Mark demonstrating conformance to the Medical Devices Directive (MDD) / Medical Device Regulation (MDR) and must be manufactured and distributed under International Organisation for Standardisation (ISO) 13485. The item must also meet the requirements set out below;

· Must be non-granular.

· Items must be a continuous roll impregnated with Chitosan.

· Items must be within strong packaging that is easily opened.

· Items must not cause an exothermic reaction.

· Items must be able to be used on patients with a known shellfish allergy.

· Standard Chitosan products must act within 3 minutes.

· Fast Acting Chitosan products must act within 1 minute.

· Must be sterile and individually wrapped.

6. Is the Health Board currently or intending to promote any new products containing Chitin or Chitosan?

There are no plans to introduce new products containing Chitin or Chitosan.

We welcome correspondence through the medium of Welsh
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