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Purpose

The purpose of this document is to delineate the predominate design specifications required for successful development of the proposed blood salvage compatible blood canister. The specifications include performance requirements, safety, shelf-life and end user. 

Scope
This document is to be used to guide product related research and conceptual design development.  This document is not intended to serve as a formal product specification but to be used as a means of developing meaningful design input requirements for intended characteristics of the final product.  This document will not become part of the formal design history file but information derived from activities described herein may result in design history file material.  

Background/ Motivation
1 of 70 surgeries in the US experience unexpected blood loss due to surgical complications. When this occurs the blood is suctioned out of the surgical site by a suction cannula and dispensed in a canister. The blood in the canister is then properly treated to be disposed by the hospital or clinic. The product being design will allow for the blood collected in the canister to be reintroduced into the patient by passing the suctioned blood through a cell salvage system. 

Client Requirements

· The canister should be easy to connect to the cell salvage system.

· The canister should include an injection port from which a heparin solution can be administered.

· Sterile

· Economical, the price should not deviate more than 3 dollars from the prize of current canisters ($1.22).

· Disposable.

· The canister should be leak-proof.

· The polyethylene membrane should withstand 200 mmHg of vacuum pressure.

· The container should be clear or transparent to allow for visual blood inspection.

Design Requirements

Performance Requirements: The canister should be able to perform as normal 1000cc canister during the surgical procedure. When necessary the canister should adapt easily to the cell salvage system without comprising sterile conditions in the operating room. The canister should also posses an injection port through which anticoagulant solution can be administered. The polyethylene membrane covering the suction hole should withstand 200 mmHg of vacuum pressure. Finally the canister should obey all the regulations imposed by the FDA for blood management. 

Safety: The redesign suction canister should obey all the regulations imposed by FDA for blood storage and disposal. 

Life in Service:  The suction canister is disposable and it should only be used once. 

Shelf-Life: The approximate shelf-live of the canister is 2 years giving that sterilization package has not been compromised.

Operating Environment:  The suction canister can be used in any surgical procedure that requires the suction of blood or any other surgical fluid.

Size: The suction canister prototype is going to be 1000cc

Material: The canister will be made of medical grade polymer resin.

Product Characteristics
Quantity: 10 prototypes are going to be made for testing

Target Product Cost: Prototype $ 7.00 but the market value of the canister should be no more than $4.22

Miscellaneous:

Standards and Specifications: The device must meet the client’s, if any, standards and must also pass the FDA and OSHA regulations

Customer: Hospitals and Surgery Centers 

Competition: The main canister producing companies are Allegiance, Abbott and Bemis. 
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