


	
		×
		

	






    
        
            
                
                    
                        
                    
                

                
                    
                        
                            
                            
                        

                    

                

                
                    
                                                    Log in
                            Upload File
                                            

                

            


            	Most Popular
	Study
	Business
	Design
	Technology
	Travel
	Explore all categories


        

    





    
        
            
                
                    
                

                

                    
                        medtronic entlmsgbl.medtronic.com/production/cninv000000000129126/content.pdf · 3.1.11 medtronic...

                    


                    
                        
                            	Home
	Documents
	Medtronic ENTlmsgbl.medtronic.com/production/cninv000000000129126/content.pdf · 3.1.11 Medtronic Xomed Employee Handbook ... a list of applicable restrictions and activities to ensure


                        

                    


                    




    
        
            
                
                    
                        

                        
                        
                    

                    
                        
						1

26
                        
                    

                    
                        
                        100%
Actual Size
Fit Width
Fit Height
Fit Page
Automatic


                        
                    

					
                

            


            
                
                    
                    
                    
                

                
                    

                    

                    
                        
                         Match case
                         Limit results 1 per page
                        

                        
                        

                    

                

            

            
									
    
        
        

        

        

        
        
            This document is electronically controlled. Printed copies are considered uncontrolled. Refer to the Document Management System for the controlled version of this document. Medtronic ENT S.O.P. 069 Personnel Hygiene, Gowning, and Contamination Control Practices for the Environmentally Controlled Areas (ECAs) Rev. R Ref. 6.4 Page 1 of 12 1.0 PURPOSE: 1.1 To assure that the correct dress, gowning, hygiene and contamination control requirements are practiced in the Environmentally Controlled Areas (ECAs). 2.0 SCOPE: 2.1 This procedure defines Medtronic Xomed’s personnel and contamination control practices and requirements for the Environmentally Controlled Areas (ECAs). It is applicable to all individuals entering any environmentally controlled area in the Jacksonville facility. Visitors entering only the observation hallway are exempt from jewelry and make-up restrictions. 3.0 ASSOCIATED DOCUMENTS: 3.1 Applicable Documents 3.1.1 SOP 006 - Room Pressure Differentials and Air Flow Directions 3.1.2 SOP 060 - Sanitization Program for Environmentally Controlled Areas (ECAs) and Airlocks 3.1.3 SOP 071 - Microbial Air Monitoring -TM 3.1.4 SOP 107 - Non-Viable Air Particle Count Monitoring -TM 3.1.5 SOP 242 - Microbial Monitoring of Manufacturing Surfaces -TM 3.1.6 SOP 311 - Laminar Flow Hoods, Clean Zones and Fume Hoods 3.1.7 SOP 501 - Controlled Environment/Cleanroom Policy and Guidance 3.1.8 QCFM 657 - Equipment Notification 3.1.9 QCFM 754 - Change control notification form 3.1.10 21 CFR Part 820.70 Production and Process Controls 3.1.11 Medtronic Xomed Employee Handbook 3.2 Reference Documents 3.2.1 SOP 353 - Controlled Area Garment Laundering 3.2.2 SOP 398 - Division Procedure for Equipment Installation Qualification (IQ) 3.2.3 SOP 626 - External Ambient Visible Particulate Affecting the Environmentally Controlled Area (ECA) 3.2.4 QCFM 427 - Equipment IQ, Protocol and Report form 3.2.5 ISO 14644 Cleanrooms and Associated Controlled Environments 3.2.6 IEST-RP-CC018 Cleanroom Housekeeping: Operating and Monitoring Procedures 3.2.7 IEST-RP-CC026 Cleanroom Operations 3.2.8 IEST-RP-CC027 Personnel Practices and Procedures in Cleanrooms and Controlled Environments 3.2.9 09-01-43 Characterization of Bioburden Recovery of 1% Vesphene Ilse Solution and Isopropyl Alcohol Solutions 4.0 GENERAL: 4.1 DEFINITIONS: 4.1.1 ECA: Environmentally Controlled Area (ECA) where final processing environment of product is controlled. This is a room in which the concentration of airborne particles and microorganisms are controlled and which contains one or more clean zones. For Medtronic Xomed, the ECA is a controlled process that is categorized into three zones: ISO 7, ISO 8 (operates to the particulate requirements of ISO 8), and ISO 9 (operates to the particulate requirements of ISO 9) for VSI Containment area. This area requires hair bonnet and gowning restrictions. 4.1.2 Minor Work: Adjustment or repair that has no or slight potential for contaminating the work area or the work surface in the ECA. 4.1.3 Minimal Repair: Adjustment or repair that has potential for contaminating ONLY the work surface in the ECA. 4.1.4 Major Repair: Adjustment or repair that has the potential for major contamination to the work surfaces as well as to the surrounding environment in the ECA. 4.2 REQUIREMENTS: 4.2.1 Equipment 4.2.1.1 Mechanical shoe cleaner (if applicable) 4.2.2 Materials 4.2.2.1 Tacky mats or contamination control mats (required) 4.2.2.2 Disinfectant/ Detergent 
        

        
    






				            

        

    









                    
                        
							Upload: vuhanh
                            Post on 20-Mar-2018

                            224 views

                        

                        
                            Category:
 Documents


                            3 download

                        

                    


                    
                        
                            Report
                        

                                                
                            	
                                    Download
                                


                        

                                            


                    
                        
                        
                            
                                    
Facebook

                        

                        
                        
                            
                                    
Twitter

                        

                        
                        
                            
                                    
E-Mail

                        

                        
                        
                            
                                    
LinkedIn

                        

                        
                        
                            
                                    
Pinterest

                        
                    


                    
                

                

                    
                    
                        Embed Size (px):
                            344 x 292
429 x 357
514 x 422
599 x 487


                        

                    

                    

                    

                    
                                        
                        TRANSCRIPT

                        Page 1
                        

This document is electronically controlled. Printed copies are considered uncontrolled.
 Refer to the Document Management System for the controlled version of this document.
 Medtronic ENT S.O.P. 069 Personnel Hygiene, Gowning, and Contamination Control Practices for the Environmentally Controlled
 Areas (ECAs)
 Rev. R Ref. 6.4 Page 1 of 12
 1.0 PURPOSE:
 1.1 To assure that the correct dress, gowning, hygiene and contamination control requirements are practiced in the Environmentally Controlled Areas (ECAs).
 2.0 SCOPE:
 2.1 This procedure defines Medtronic Xomed’s personnel and contamination control practices and requirements for the Environmentally Controlled Areas (ECAs). It is applicable to all individuals entering any environmentally controlled area in the Jacksonville facility. Visitors entering only the observation hallway are exempt from jewelry and make-up restrictions.
 3.0 ASSOCIATED DOCUMENTS:
 3.1 Applicable Documents
 3.1.1 SOP 006 - Room Pressure Differentials and Air Flow Directions
 3.1.2 SOP 060 - Sanitization Program for Environmentally Controlled Areas (ECAs) and Airlocks
 3.1.3 SOP 071 - Microbial Air Monitoring -TM
 3.1.4 SOP 107 - Non-Viable Air Particle Count Monitoring -TM
 3.1.5 SOP 242 - Microbial Monitoring of Manufacturing Surfaces -TM
 3.1.6 SOP 311 - Laminar Flow Hoods, Clean Zones and Fume Hoods
 3.1.7 SOP 501 - Controlled Environment/Cleanroom Policy and Guidance
 3.1.8 QCFM 657 - Equipment Notification
 3.1.9 QCFM 754 - Change control notification form
 3.1.10 21 CFR Part 820.70 Production and Process Controls 3.1.11 Medtronic Xomed Employee Handbook
 3.2 Reference Documents
 3.2.1 SOP 353 - Controlled Area Garment Laundering
 3.2.2 SOP 398 - Division Procedure for Equipment Installation Qualification (IQ)
 3.2.3 SOP 626 - External Ambient Visible Particulate Affecting the Environmentally Controlled Area (ECA)
 3.2.4 QCFM 427 - Equipment IQ, Protocol and Report form
 3.2.5 ISO 14644 Cleanrooms and Associated Controlled Environments
 3.2.6 IEST-RP-CC018 Cleanroom Housekeeping: Operating and Monitoring Procedures
 3.2.7 IEST-RP-CC026 Cleanroom Operations
 3.2.8 IEST-RP-CC027 Personnel Practices and Procedures in Cleanrooms and Controlled Environments
 3.2.9 09-01-43 Characterization of Bioburden Recovery of 1% Vesphene Ilse Solution and Isopropyl Alcohol Solutions
 4.0 GENERAL:
 4.1 DEFINITIONS:
 4.1.1 ECA: Environmentally Controlled Area (ECA) where final processing environment of product is controlled. This is a room in which the concentration of airborne particles and microorganisms are controlled and which contains one or more clean zones. For Medtronic Xomed, the ECA is a controlled process that is categorized into three zones: ISO 7, ISO 8 (operates to the particulate requirements of ISO 8), and ISO 9 (operates to the particulate requirements of ISO 9) for VSI Containment area. This area requires hair bonnet and gowning restrictions.
 4.1.2 Minor Work: Adjustment or repair that has no or slight potential for contaminating the work area or the work surface in the ECA.
 4.1.3 Minimal Repair: Adjustment or repair that has potential for contaminating ONLY the work surface in the ECA.
 4.1.4 Major Repair: Adjustment or repair that has the potential for major contamination to the work surfaces as well as to the surrounding environment in the ECA.
 4.2 REQUIREMENTS:
 4.2.1 Equipment
 4.2.1.1 Mechanical shoe cleaner (if applicable)
 4.2.2 Materials
 4.2.2.1 Tacky mats or contamination control mats (required)
 4.2.2.2 Disinfectant/ Detergent
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 4.2.2.3 Hair bonnets
 4.2.2.4 Beard covers or face masks
 4.2.2.5 Vinyl or nitrile gloves (no latex or powdered gloves)
 4.2.2.6 IC Clean Room Lotion or equivalent
 4.2.2.7 ECA Gowns
 4.2.2.8 Low or no-lint Clean Room Wipes
 4.3 RESPONSIBILITIES:
 4.3.1 Operations
 4.3.1.1 The Value Stream Manager or designate for each area is responsible for ensuring that conditions within the ECAs are maintained for the processing of medical devices.
 4.3.2 Maintenance Manager
 4.3.2.1 The Maintenance Manager or designate is responsible for coordinating the maintenance and contract re-certifications of the ECAs and laminar flow benches as scheduled. The Maintenance Manager also coordinates efforts with the Contracted Cleaning Crew (Reference SOP 060).
 4.3.3 Quality Services Manager
 4.3.3.1 The Quality Services Manager or designate is responsible for verifying the ECA conditions are maintained as required. Reference SOP 071, SOP 107, SOP 006, and SOP 242.
 4.4 Refer to 21 CFR, Part 820.70, Production and Process Controls, and the Medtronic Xomed Employee Handbook for guidance for required process controls and restrictions for the ECA.
 4.5 Good clothing and hygiene practices are intended to minimize contamination on materials, surfaces, medical devices, and packaging that may affect quality and customer experiences. Contamination may be visible, for example; hair, lint, manufacturing materials, and even skin particles. (Remember customers often use our medical devices while viewing under magnification). Contamination also may be invisible to the naked eye, for example; viruses, bacteria, molds, pollen, manufacturing residuals, laundry detergent, and smoke particles.
 ▪ Bathe daily ▪ Wash hands after rest room use ▪ Wash hands before and after meals ▪ Wear clean clothing ▪ Keep fingernails short and clean ▪ No nail polish or false nails ▪ Good skin care
 4.6 Visitor escorts are responsible for ensuring that visitors have no health or hygiene conditions, which could adversely affect the quality of the product or environment. If so, visitors must be denied access to product processing areas. All requirements set forth in this document are required for visitors. Visitors taking part in formal tours within the ECA shall adhere to the requirements and restrictions contained within this SOP document. Make-up remover will be available in the Quality Services Department. Gloves must be worn by visitors with nailpolish or false nails. Medtronic Xomed escorts are responsible for all visitors to adhere to the ECA requirements. Employees within the ECA are responsible for ensuring compliance; notify a VSM and obtain a list of applicable restrictions and activities to ensure that product quality is not compromised.
 4.7 Other employees within Medtronic Xomed, including contractors, who need access to the ECA, must also follow all requirements in this document. There are no exceptions to the rule, other than when an emergency situation occurs. No make-up is permitted in the ECA. Quality Services Department has make-up remover available. Gloves must be worn by those individuals with finger nail polish or false fingernails.
 4.8 Refer to SOP 501 for the Controlled Environment/ Cleanroom Policy and Guidance.
 4.9 DO NOT TURN OFF LAMINAR FLOW BENCHES! If benches have been accidentally turned off or have been moved, they must be on for a minimum of 30 minutes before work may commence within the bench. Refer to SOP 311 for relocating certified laminar flow hoods.
 4.10 If the temperature in the ECA rises above 80ºF, there shall be plans made to ensure the comfort of employees and ensure integrity of the product.
 4.11 Only approved issued items, such as cleaning tools, wipes, lotion, disinfectants, cleaners, etc. shall be
 used in the ECA. Please check with Quality Services with new requests.
 4.12 Product dropped on the floor shall be scrapped.
 4.12.1 Term “product” includes raw materials, subassemblies and finished products.
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 5.0 PROCEDURE:
 5.1 GOWNING and PREPARATION for the ECA: Only the main gowning room/airlock is used for personnel
 entrance and exit of the ECA.
 5.1.1 Remove any visible contaminants (e.g. dirt, sand, or dust) on shoes and clothes prior to entering the gowning area (airlock). If a mechanical shoe cleaner is available, clean shoes with the mechanical shoe cleaner. To use a mechanical shoe cleaner, perform the following:
 5.1.1.1 Ensure that laces are tied tightly and short. Long hanging laces may become entangled in the shoe cleaner.
 5.1.1.2 Place foot into the shoe cleaner as far as possible, withdraw and repeat if needed to remove loose dirt on shoes. Repeat this process for the other shoe. Remove any visible contaminants. Shoes shall be clean prior to entering the airlock.
 5.1.1.3 There is a contamination control mat (or tacky mat) at the airlock entrance door. It is required that the individual step on the contamination control mat (or tacky mat) before entering the airlock.
 5.1.2 Enter the gowning area (airlock)
 5.1.2.1 Gowning areas (Airlock) are typically separated into three distinct areas.
 ▪ As an individual enters into the airlock, begin the proper gowning procedure moving one way in a clockwise direction
 ▪ The entrance area is furthest from the ECA door and upon entering from the uncontrolled
 manufacturing area is designated as the “dirty” area. This section may be entered in street clothes. The next step requires personnel to put on the bouffant head covering and beard cover, if applicable. Mirrors are available for individuals to verify that hair or earrings are NOT exposed.
 ▪ The section in the center is the “transition or grey” area, which is where gowning is performed as one continues in a clockwise direction. Locate the individual or visitor gown and put on, being careful not to touch the floor with the gown. Snap the entire length of the gown, including the wrist bands (if applicable).
 ▪ Once gowned, keep moving in a clock wise motion to the hand cleaning area. The section
 closest to the ECA door is designated as a “clean” area. Individuals must be fully gowned to enter this section of the Gowning area. It is typically divided from the grey or transition area by benches used for donning booties when available or required. A tacky contamination control mat (or tacky mat) must be stepped on to insure cleanliness of the boot or shoe bottom. The next step requires an individual to wash their hands as instructed below. Another mirror is located on the wall at the glass entrance door, just prior to entering the ECA. This gives another opportunity to insure all gowning procedures have been met. The individual is ready to use the motion detector to access the ECA. If the light is red, the door will not open. When the door is ready the light will be green and
 the individual can enter the ECA. PLEASE NOTE that the door will not open if the entry door from the uncontrolled manufacturing hallway to the Airlock is OPEN. The individual must wait until the light indicates it is okay to enter the ECA.
 Note: Employees are not allowed to cross into different zones within the gowning area without regard to gowning requirements. In other words, employees are not to cross from an uncontrolled area into the clean area of the gowning room to leave paperwork or work orders. Employees are not to leave the ECA, remain gowned, and hand a work order to someone in the “dirty” zone of the gowning room or material transfer room.
 5.1.2.2 Gowning will be performed according to the “Top-Down” method. Use the mirror prior
 to entering the ECA to make certain all gowning is acceptable, i.e., hair covered, gown
 buttoned/ closed, jewelry not exposed. The rules for gowning are below:
 Hair Bonnet
 o Shall cover all exposed hair, including sideburns. o The exception is eyelashes and eyebrows o If removed, hair bonnets must be discarded. Reuse of hair bonnets is prohibited,
 even if turned inside-out. Hair bonnets are NOT to be worn outside the Airlock/ Gowning Room. Hair bonnets are changed after each use.
 o Hair Bonnets are NOT to be worn over caps. No caps/ hats are allowed in the ECA.
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 Beard Cover (if applicable)
 o Shall cover all facial hair, including moustaches.
 Gowns
 o Clean gowns are available from the garment rack located in the air lock. o Care must be taken to ensure the gowns do not touch the floor. If a gown touches the
 floor, the item is considered contaminated and must be discarded into the laundry basket.
 o Gowns shall be inspected for damage prior to gowning. Check for fraying, holes, rips, broken or missing fasteners (zippers, snaps, etc.). If damage is discovered, discard the gown into the laundry basket.
 o When donning the gown, ensure that the exterior of the gown does not come in contact with street clothes.
 o The gown shall be buttoned or zipped to the neck. Sleeves shall be pulled down to the wrists. Gowns must be completely closed. Sleeves shall not be rolled into cuffs.
 o Gowns shall fit appropriately. Loose fitting gowns have the potential of contaminating the ECA by exposed skin and street clothing. If properly gowned, the only skin visible will be individuals’ hands and face.
 o Gowns or hair bonnets may NOT be worn outside of a controlled area/ airlock. o Gown sleeves must NOT be rolled up. Sleeves shall be pulled down to the wrists.
 Gloves (if applicable)
 o Gloves may be worn when handling uncured silicone, molded products and inner packaging materials.
 o Gloves may be required for specific processes within the ECA, such as burs products, etc. Check on the product XPI for ECA requirements.
 o Use non-powdered finger cots when handling terminally cleaned burs.
 NOTE: Latex gloves are prohibited in the ECA. o If gloves come in contact with an item that is potentially contaminated, i.e. phone,
 etc.) gloves shall be decontaminated with an approved alcohol-based rub (Alcare) or IPA (Isopropyl Alcohol).
 5.1.2.3 Un-gown: To disrobe, the general guideline is to reverse the dressing procedure.
 Gloves (if applicable)
 Frocks/ Gowns
 Beard Cover (if applicable)
 Hair Bonnet
 5.1.3 HAND WASHING
 5.1.3.1 Hands are to be washed with soap and water in the following instances:
 • when visibly dirty • after eating • after using the restroom • when entering the ECA
 5.1.3.2 The following procedure will be used when washing hands with soap and water:
 • Wet hands, apply soap to the hands and rub together vigorously for approximately 15 seconds. Scrub the backs of hands and wrists, in addition to your palms, fingers, and fingernails. Make sure to wash under any rings.
 • Rinse hands well with water and dry thoroughly using the automatic hot air dryer. • Wash hands prior to donning gloves, if applicable.
 5.1.3.3 When using alcohol-based rubs, STERIS ALCARE 6395-36 Antiseptic Foamed Alcohol or equivalent may be used. Check with Quality Services Dept. prior to using something that is not approved. Apply product to the palm of one hand and rub hands together, covering all surfaces of hands, fingers and fingernails, until hands are dry. Personnel may also use Alcare or IPA on gloves in the same manner.
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 5.2 CONTAMINATION CONTROL MEASURES
 5.2.1 Cleaning (Refer to SOP 060 for additional Contamination Control Requirements) ▪ Clean all materials that enter the ECA from Raw materials area that are visibly dirty with particulate.
 All equipment must be wiped down prior to installation in the ECA. Wipe down all items, including carts, bins and raw materials that appear visibly dirty. Items being taken into the ECA by personnel must be wiped down with an approved disinfectant, such as 99% IPA (Isopropyl Alcohol). Exceptions include paper products, tool bags and any other items which can not be wiped down. Ensure there is no loose particulate on the items, but be sure to wipe down those areas that have contact with product/ packaging. º Workstations shall be cleaned at the start of, and periodically during the work shift. Refer to
 SOP 060 for appropriate cleaning techniques. º Contamination control mats are cleaned twice daily per contracted cleaning crew with
 disinfectant solution, mop, and squeegee. Tacky mats are used in designated areas such as MeroPack entrance and are replaced whenever they appear soiled and are no longer sticky. The soiled sheet shall be peeled from the four corners and lifted in the form of a bag or pocket. The action shall be performed slowly to minimize the accumulation of static charge and the spread of deposited contamination. The contracted cleaning crew is responsible for cleaning contamination control mats and/or changing tacky mats as necessary
 º Materials pass-through locations, including window boxes, shall be wiped down with an approved disinfectant, such as 99% IPA (Isopropyl Alcohol) at the start of each shift and as required to prevent contamination.
 º Storage of unnecessary boxes and materials in ECAs shall be avoided when possible.
 5.2.2 Use compressed air guns only when there is no sealing activity going on in the immediate area or adjacent production area.
 5.2.3 When using compressed air guns, point gun downward and away from work surfaces and sealers.
 5.2.4 Personnel Habits
 ▪ Personnel who come into contact with products must be clean, healthy, and demonstrate proper hygiene. Proper hygiene includes, but is not limited to, regular bathing, hand washing after eating or using the rest room, and adequate grooming of hair, body, fingernails, etc. º Avoid any unnecessary movements about the room. º If required to move within the ECA, walk and move at an average speed or less in the controlled
 areas. º Consciously avoid nervous mannerisms, such as scratching or rubbing hands together, etc.
 - Keep hands away from your face and body - Never bite your fingernails, or touch your mouth, eyes or nose - Do NOT lift gown for pager, phone, writing utensils, etc. Pagers and phones may be used
 for business reasons only, but prior to entering the ECA they must be wiped down with alcohol wipes provided in the airlock. GOWNS MUST NOT BE LIFTED TO RETRIEVE PHONE.
 - Hair brushing and other personal grooming is not allowed in the ECA or the gowning room/airlock.
 - If you have to sneeze or cough, direct your mouth away from products, work surfaces, and/or other personnel. Cough or sneeze into a cleanroom wipe and dispose of it immediately OR if one is not available, your gown arm. Leave the ECA and discard the gown to be laundered and replace with a clean gown.
 5.2.5 ECA Doors ▪ Material transfer rooms, pass-thrus and entry doors are designed to maintain room conditions within
 the controlled area.
 º Doors shall remain closed unless exiting or entering the ECA.
 º If more than one door exists (uncontrolled area of Manufacturing and ECA), only one
 door may be opened at a time to minimize pressure differential. » For example, if an ECA has a Gowning Room and an individual is exiting the ECA, the
 individual entering the Gowning Room must wait until the door to the ECA is completely closed before opening the door to the Gowning Room. Automatic doors are installed in the ECA gowning room to ensure door from the uncontrolled Manufacturing Hallway and the ECA are not opened simultaneously.
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 » Doors shall not be open for extended periods of time.
 • Conversation between individuals inside the ECA and those outside of the ECA shall be conducted by phone, or the individual working inside the ECA must exit the room, closing the door behind them.
 » Pass-throughs are NOT to be left open.
 º Entry and exit doors to either the Gowning Room or the ECA are interlocking and will not
 open at the same time. Doors opened simultaneously will adversely affect the
 pressurization of the room. This applies to the opening of the material transfer rooms as
 well.
 5.2.6 Air Returns
 ▪ Air returns must not be blocked. Care shall be taken to ensure that bagged materials or benches, etc. do not block the air returns.
 º Do not place solid objects closer than 12 inches to the air returns.
 5.2.7 Health/Comfort
 ▪ Report any hygiene or environmental conditions that could adversely affect personnel or product to management immediately.
 ▪ Never enter a controlled area with open lesions (cuts, scratches, or sores) unless the lesions are fully covered. This applies to sunburn, skin rashes, acne and other similar disorders.
 ▪ Report communicable illness to your supervisor. ▪ Persons with a medical condition that could adversely affect the product or other employees shall be
 excused from those operations until they are recovered. ▪ Supervisors must review any health situation observed or reported to them and determine
 appropriate action. Such action may include but is not limited to the following:
 º Requirement for the use of additional body coverings, such as gloves, masks, bunny suits, etc. º Transfer to a non product-contact area. º Exclusion from contact with product until the situation is cleared. º Exclusion from the facility until the situation is cleared.
 ▪ If temperatures in the ECA rise above 80ºF, there must be plans made to ensure the comfort of employees.
 5.2.8 Lotions
 ▪ ECA personnel shall only use approved lotions while at Medtronic Xomed during production hours. Approved lotions are those authorized for use by the Quality Services Dept. IC Cleanroom Lotion is currently approved.
 5.2.9 Jewelry
 ▪ Jewelry, with the exception of rings, may not be worn if it cannot be covered by controlled area garments. If watches and bracelets fall below the gown cuff, they must NOT be worn in the ECA. If necklaces can not be covered by the ECA garment, than they must NOT be worn in the ECA.
 ▪ Rings are not permitted, except for wedding band/ ring or two rings of significance per individual. ONLY TWO RINGS PER PERSON IS PERMITTED; no costume jewelry rings are allowed.
 º Be sure to wash the rings thoroughly with soap, rinse and dry, particularly underneath, prior to entering the ECA. Rings, such as costume or ornamental jewelry, are not accepted in the ECA.
 » Rings can not interfere with an employee’s work as determined by the area supervisor.
 5.2.10 Controlled Items
 All printed materials, such as work order paperwork, labels, and Quality Assurance forms, must be contained when not in use, such as in a plastic pouch, document sleeve or bag.
 Engineering documents, such as protocols and data collection sheets, must be controlled in a manner to prevent particulate contamination. Plastic clip boards wiped down with alcohol may be used for the transfer of these items to and from the ECA.
 Quality Services documents, such as environmental monitoring quality control forms, must be controlled in a manner to prevent particulate contamination. Plastic clip boards wiped down with alcohol may be used for the transfer of these items to and from the ECA.
 Value Stream Managers, at their discretion, may allow for personnel to store work-related items in a clear, see-through storage container; these are not for the storage of personal items. These containers must be wiped down with alcohol prior to each time they are brought into the ECA.
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 5.2.11 Prohibited Items in the ECA
 ▪ No exposed jewelry of any kind (includes earrings, key chains, necklaces, watches, etc.) Employees are limited to their wedding ring/band or one ring on each hand. Be sure to wash thoroughly prior to entering the ECA. No cosmetic rings are allowed.
 ▪ No exposed skin, other than hands and face is allowed. Shorts, Bermudas, or capri’s are not allowed. Skirts or dresses are not allowed. Short footies with skin exposed at the ankle is not allowed. Legs and ankles must be completely covered. No exposed skin.
 ▪ Sleeveless shirts or blouses, such as tank tops, spaghetti straps, or cap sleeves, are not permitted. There must be a sleeve.
 ▪ Velvet, suede, wool, frayed clothing, or clothing made of fuzzy types of materials (such as fuzzy sweaters) MAY NOT BE WORN. (This includes footwear, as well)
 ▪ No polished fingernails ▪ No false fingernails, including acrylic overlay, silk wrap, etc. ▪ No false eyelashes ▪ No makeup of any kind, except for permanent makeup. No cosmetics, including perfumes and after
 shave lotions. ▪ No personal items, such as combs, handkerchiefs, purses, tissues, or items such as hand creams
 not approved by Quality Services, cosmetics, or medication containers. Personnel with special requirements due to a medical condition will be reviewed on an individual basis.
 ▪ No lint generating materials such as tissues, paper towels, or corrugate is allowed in any controlled
 area unless sequestered in a way that prevents escape of contamination. Product Unit Cartons are coated on one side. Cartons, IFUs, and packaging components are all kept in a closed container(s) (closed plastic bags, totes, etc.) until WIP. Care must be given to ensure boxing particulate does not affect product quality on nearby production lines.
 ▪ No baseball caps allowed in the ECA. ▪ No food, gum and candy are permitted within the ECA. ▪ No drinks, including drinking water is allowed in the ECA around product, except in the one
 designated area. No water cups are allowed in the ECA, except at the one designated area. ▪ No paper hole punches are allowed in the controlled areas. ▪ No exposed wood. ▪ No rust allowed where product or packaging is processed. There must be no cross-contamination
 between rust and product or packaging. ▪ Fans are not allowed in the ECA. ▪ No aerosols, unless approved.
 5.2.12 MeroPack Material Handling Requirements:
 ▪ The designated MeroPack area is to be isolated from all adjacent areas by a door and walls and air quality maintained with HEPA air filtration inside the designated area.
 ▪ MeroPack air pressure is to be negative to any other adjacent process area. ▪ Entrance into the designated MeroPack area is to be restricted to only the operators responsible for
 manufacturing MeroPack products. ▪ Upon entry into and exiting from the designated MeroPack area, operators shall be sure to walk
 across the sticky floor mat to minimize contamination into and out of the area. The sticky floor mat layer shall be refreshed as necessary and at the beginning and end of every planned production cycle in the MeroPack area.
 ▪ Upon entry into the designated MeroPack area during planned MeroPack production, all operators and other personnel shall be required to do the following immediately before entering: Disposable dust mask (optional, personal preference) Disposable gowns are to be worn. Gowns are in a covered bin in the MeroPack gowning area. Additional hair & beard net if applicable to be worn over existing nets. Operators and other personnel are required to clean their hands with Alcare, foamed antiseptic hand rub before entering the MeroPack room. Once inside Nitrile gloves are to be worn.
 ▪ The disposable gown shall be disposed of at the end of the shift. ▪ All MeroPack production processes up to and including packaging/cartoning are to be done inside
 the designated MeroPack area.
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 ▪ Upon completion of the work order, MeroPack products will be placed into a clean tote(s) for transfer out of the designated MeroPack area. After closing the tote, the outside surface of the tote(s) shall be wiped down with 99% alcohol to minimize dust transfer out of the area.
 ▪ All additional supplies (gowns, masks, gloves, hair/beard nets, etc.) shall have covered/protected storage & available waste disposal containers provided for inside the designated MeroPack production area.
 ▪ Items/documentation/storage cabinets unrelated to the production of MeroPack shall not be stored inside the designated MeroPack production area.
 ▪ After surfaces are wiped down, floor is to be vacuumed with a HEPA filtered vacuum that is designated only for the MeroPack room. Starting at the farthest corner of the room, vacuum the floor while working your way to the door. The vacuum will be stored in the MeroPack room.
 5.3 CHANGE CONTROL PROCEDURE:
 5.3.1 Change control section contains procedures that have been established to document changes in the ECA which could possibly have adverse effect on the environment in the ECA and product quality.
 5.3.2 Major changes require notification of Manufacturing Engineers, Quality Engineers, Quality Services Department, Maintenance Department and Facility Departments. Major changes involve more than one manufacturing block as on the map, section 5.3.4. Depending on the change, appropriate QCFM should be used.
 5.3.2.1 QCFM 657 - Equipment notification form. This form is used when equipment is relocated or removed from the ECA.
 5.3.2.2 QCFM 427 - Equipment IQ. This form is used for new equipment and to document changes in current equipment when IQ is required.
 5.3.2.3 QCFM 754 - Change control notification form. This form is used in case of:
 Modification to the HVAC system that might have an impact on air quality in the ECA.
 ECA structural changes e.g. installation of pass-thru. In some cases it might be required to write a protocol and final report.
 Changing location of a production line without equipment between manufacturing blocks.
 Modification to the RO/DI water system.
 Relocating laminar flow hood.
 5.3.3 Procedure for use of QCFM 754.
 5.3.3.1 QCFM 754 will be initiated by the project leader or designee.
 5.3.3.2 Description of the current stage, intended change and future state is to be clearly stated in the QCFM 754.
 5.3.3.3 Change control form ID number will be assigned by Micro Lab.
 5.3.3.4 Change control notification form will be reviewed by the appropriate personnel. The approval section will include an assessment and a list of all documentation reviewed.
 5.3.3.5 After completion of the project the review of the performed work will be conducted. If testing was conducted results will be attached to the QCFM. Documentation will be submitted to the Quality Services department.
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 5.3.4 Map of the ECA with manufacturing blocks identifying production lines.
 5.3.5 Table 1. Tests and actions are as reference only to be performed in case of change in the ECA. Situations will be evaluated on case-by-case basis.
 Examples of significant changes to the ECA but this are not limited to just these examples.
 Quality Services tests ECA actions
 Non-viable air
 particulate test
 Microbial air test
 Microbial surface
 test
 Pressure differential check/mon
 itoring
 Wipe down
 affected surfaces
 Cover the product (if applicable)
 Enclose work area
 1. Moving equipment into the ECA e.g. sealer
 x
 2. Moving equipment out from the ECA, e.g. sealer
 x
 3. Modification of equipment in the ECA
 x
 4 Changing location of a production line between manufacturing blocks
 x
 x x
 5. Changing location of laminar flow hoods x
 x
 6. ECA structural changes, e.g. installation of pass-thru
 x
 x x x x
 7. Major room construction x x x x x x x
 8. Modification, repair or replacement to the ceiling tiles such as drilling, refer to section 5.3.6 *
 x
 x x x
 * - use QCFM 657 when replacing, repairing or modifying ceiling tiles in conjunction with installing or removing equipment
 Note: shut down of production will be evaluated when the average particle level in the ECA is above the Action limit.
 5.3.6 Modifications to ECA
 5.3.6.1 Never move any workbenches, cabinets or other furniture or equipment except under the instruction of the area lead or VSM.
 5.3.6.2 Always carry objects clear of the floor when moving. Moving equipment on wheels is a good option.
 5.3.6.3 The floor and surrounding area must be thoroughly cleaned after the move. Contact Maintenance.
 5.3.6.4 Contact Quality Services Department prior to relocating any major pieces of equipment. Major pieces of equipment are considered, for example, an Autobonding machine in VSI production line or other pieces of equipment that would require Quality Services to qualify for ECA use. Refer to Section 5.3 for Change control.
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 5.3.6.5 Contact QS before ECA structural changes are made e.g. installation of pass-thru and when changing location of a production line without equipment between manufacturing blocks, refer to the map in section 5.3.4.
 5.3.6.6 Quality Services Department must be notified in advance prior to the initiation of any major modification. Each modification will be evaluated on a case-by-case basis as a qualification may be required. Additional Cleaning may be required. Refer to SOP 060. A major modification is defined as any activity that:
 ▪ opens the ECA to the exterior environment and reduces the pressure in the room.
 ▪ changes the large equipment configuration in the ECA.
 ▪ or has the potential to generate a large amount of particulate
 5.4 Unplanned Disruptions in the ECA: There are generally four types of emergencies within the ECA. Most all should fall within 1 of the four listed below, but if not, it must be reviewed on a case-by-case basis.
 5.4.1 Isolated Incidences, where there is no cause for a room evacuation. Examples are EMT entrance (un-gowned), emergency repairs causing an isolated contaminated environment, ceiling tiles being moved or replaced for repair, etc., or any out of the ordinary situation that causes excessive particulate and/or product exposure to uncontrolled conditions:
 Cover potentially exposed product with approved material in affected area. When isolated incident is complete, thoroughly clean the affected area. Notify QS for particulate counting to verify area is acceptable, per SOP 107. Team Leader must determine if NCMR is required for the affected product. Re-cleaning or product
 testing may be required.
 5.4.2 Short Term Emergency that causes room evacuation:
 * NOTE: Actions change on the following if exit doors to uncontrolled area(s) are opened: Exit doors to outside or exit door to raw material area (ISO 7) always require a major cleaning of the affected area. If the exit doors to the outside are opened, then the whole general ECA must be cleaned prior to beginning production.
 Close ECA Upon return, replace gowns with clean gowns or extra Tyvek gowns located in the gowning room. Upon return, if doors have not been opened to uncontrolled area(s), then wipe critical work areas
 with approved disinfectant. Refer to note above if these doors have been opened. In the event of a power outage for more than 15 minutes but less than 1 hour, the HVAC must run
 for a minimum of 30 minutes prior to resuming work, allowing the air to re-circulate (change) and stabilize.
 If there is a power outage, Laminar Flow Hood blowers require a minimum of 30 minutes purge time before any material is placed in the unit or work begins in the hood/clean zone.
 If product is exposed to an uncontrolled environment, all work orders must be dispositioned. Otherwise, Team Leader must determine if NCMR is required for the affected product. Perform rework, scrap, cleaning and/or product testing (QS) as required.
 Notify QS for particulate counting to verify area is acceptable, per SOP 107. Verify room pressure differentials per SOP 006.
 Release ECA
 5.4.3 Long Term Emergency more than 1 hour that causes room evacuation:
 * NOTE: Actions change on the following if exit doors to uncontrolled area(s) are opened: Exit doors to outside always require a major cleaning of the affected area. If the exit doors to the outside are opened, then the whole general ECA must be cleaned prior to beginning production.
 Close ECA Upon return, replace gowns with clean gowns or extra Tyvek gowns located in the gowning room. Upon return, if doors have not been opened to uncontrolled area(s), then wipe all work areas and
 equipment with approved disinfectant. Refer to note above if these doors have been opened. In the event of a power outage for more than 15 minutes but less than 1 hour, the HVAC must run
 for a minimum of 30 minutes prior to resuming work, allowing the air to re-circulate (change) and stabilize.
 If there is a power outage, Laminar Flow Hood blowers require a minimum of 30 minutes purge time before any material is placed in the unit or work begins in the hood/clean zone.
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 All work orders must be dispositioned; often this includes scrap, rework, clean, or Quality Services may do bioburden testing to verify the product is not contaminated.
 QS must be called to qualify the ECA per SOP 107. Verify room pressure differentials per SOP 006.
 5.4.4 Major Emergency that causes room evacuation:
 Close ECA Upon return, replace gowns with clean gowns or extra Tyvek gowns located in the gowning room. Upon return, thoroughly clean all areas of the ECA, including equipment, walls, and ceilings, with an
 approved disinfectant. Depending on the situation, alternative disinfectants may be required. Check with QS for instructions.
 All work orders must be dispositioned through the NCMR process; often this includes scrap, rework, clean, or Quality Services may do bioburden testing to verify the product is not contaminated.
 ECA will require a minimum of 24 hours to stabilize prior to beginning production of products. QS must be called to re-commission the ECA per SOP 107. Also verify room pressure differentials
 per SOP 006. Release ECA based on risk waiting for results from bioburden testing (SOP 072), microbial air (SOP
 071), and surface contact plates (SOP 242)
 5.5 Evacuation
 5.5.1 Should there be an emergency where employees are required to leave the controlled area (ECA) and go elsewhere in the facility or outside, gowns may be worn to prevent a delay leaving the facility. However, gowns must NOT be worn again in the ECA. All gowns must be sent for laundering when returning to the ECA to work.
 5.5.2 the direction of the Value Stream Manager or Team Leader, work in process shall be covered to prevent contamination. Prior to resuming production, the covering materials will be removed in a manner to contain any contaminants.
 5.5.3 If product cannot be properly covered in emergency situations, product will have to be dispositioned, e.g., re-cleaned, scrapped, etc.
 5.6 Power Outage
 5.6.1 In the event of a power outage, the following steps shall be taken should it be out more than 15 minutes, but less than approximately 1 hour:
 ▪ Upon start-up allow HVAC to run a minimum of 15 minutes prior to resuming work. This allows the air to re-circulate (change) and stabilize.
 Laminar Flow Hoods: Blower shall always remain ON to assure that the unit’s air quality remains in its clean condition. If the blower has been turned off, always allow 30 minutes purge time before any material is placed in the unit or work begins in the hood/clean zone.
 ▪ Verify room pressure differentials are acceptable per SOP 006. Contact Quality Services. ▪ Perform a wipe down of each workstation prior to resuming work.
 5.6.2 In the event of a power outage, the following steps shall be taken should it be out more than 1 hour:
 ▪ Upon start-up allow HVAC to run a minimum of 15 minutes prior to resuming work. This allows the air to re-circulate (change) and stabilize.
 Laminar Flow Hoods: Blower shall always remain ON to assure that the unit’s air quality remains in its clean condition. If the blower has been turned off, always allow 30 minutes purge time before any material is placed in the unit or work begins in the hood/clean zone.
 ▪ Verify room pressure differentials are acceptable per SOP 006. Contact Quality Services. ▪ Perform a wipe down of each workstation prior to resuming work. ▪ Perform air particle monitoring according to SOP 107. Contact Quality Services.
 5.7 Repair and maintenance of equipment and the facility is critical to the production operation. However,
 the integrity of the ECA and the product should not be sacrificed as a result of the repairs; therefore,
 efforts must be made by responsible individuals to prevent contamination.
 ▪ Minor repairs
 º Individuals must be fully gowned º A Central Vacuum System or HEPA-filtered vacuum will be used simultaneously in the work area. A
 second operator may be required to hold the vacuum while repairs are made. º The area shall be cleaned immediately upon completion of the repair with an approved disinfectant.
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 ▪ Minimal repairs
 º Individuals must be fully gowned º A Central Vacuum System or HEPA-filtered vacuum will be used simultaneously in the work area. A
 second operator may be required to hold the vacuum while repairs are made. º The area, particularly the critical work surface affected, shall be cleaned immediately upon completion of
 the repair with an approved disinfectant.
 ▪ Major repairs
 º Schedule during off-hours. If the repairs cannot be scheduled during off-hours, arrangements must be made to isolate the work, with vinyl curtains or equivalent, from production operations.
 º Depending on the extent of the repairs, gowning may be optional. The decision regarding gowning will be made by Quality Services and Operations.
 º When repairs are complete, the area must be vacuumed with a HEPA-filtered vacuum (if available) and disinfected. If the work is extensive, the room (or area) will require an Annual Clean prior to operations.
 ▪ Tools, Material and Equipment:
 º It is recommended that repair tools be dedicated to each ECA to eliminate cross contamination. º If tools must be brought into an ECA, the tool bag must be examined for loose particulate. Tools that will
 be used on equipment processing product or packaging in the ECA must be disinfected prior to use. º All equipment must be cleaned and disinfected prior to set-up in the ECA area. º While working with tools and materials in the ECA, items shall be maintained in a neat and orderly
 fashion to eliminate the need from unnecessary movements. º Tools or materials that fall on the floor must be cleaned prior to use on equipment used in the
 processing of product or packaging in the ECA.
 ▪ Prohibited actions or items:
 º No drilling, painting, welding, soldering, cutting or sawing except as authorized by the Quality Services Dept., Maintenance Management, Facilities, and Operations.
 º No wooden handles, no rusted tools used where product/ packaging is processed, no aerosols (unless
 approved), and no cardboard is permitted for use in the ECA area (unless sequestered in a way that
 prevents escape of contamination). º Open spaces remaining after holes are drilled in floors, walls, sides of equipment or other such surfaces
 shall be properly sealed immediately afterwards to prevent contamination from entering the ECA. Methods for sealing may include use of caulks, adhesives and specially fabricated plates. When maintenance is complete, surface cleanliness requires the area to be wiped down with the approved cleaner/ disinfectant.
 5.8 Ergonomic Stretching Exercises in the ECA – As unnecessary movements are not allowed in the ECA, it is critical that stretches be limited to ergonomic based movements only. For example, hand movements to prevent carpel tunnel syndrome are acceptable, but jumping jacks are unacceptable. Particulate circulation is to be kept to a minimum.
 If hands touch the hair nets or shoes during stretches, it is mandatory that hands be disinfected with
 Alcare hand cleaner prior to initiating work again.
 5.9 Visitors to the ECA who must perform special or emergency activities in the ECA must follow the requirements as found in this document. Make-up must be removed prior to entering the gowning area & ECA. Make-up remover will be found in the Quality Services Department. If individuals have nailpolish or false nails, they shall wear gloves. No product will be touched by visitors to the ECA unless gloves are worn.
 ▪ If there is an individual(s) health emergency where EMT EMERGENCY / FIRE personnel must come into the ECA, the product local to the situation must be covered and the ECA area is considered contaminated. The area must be re-cleaned after the EMT personnel have left prior to beginning work again.
 ▪ If there is a fire, contact Quality Services to determine the extent of cleaning and rework of products. The room must be qualified by Quality Services prior to commencement of work.
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 Medtronic ENT S.O.P. 069 Personnel Hygiene, Gowning, and Contamination Control Practices for the Environmentally Controlled
 Areas (ECAs)
 Rev. Q R Ref. 6.4 Page 1 of 12
 1.0 PURPOSE: 1.1 To assure that the correct dress, gowning, hygiene and contamination control requirements are practiced in the
 Environmentally Controlled Areas (ECAs). 2.0 SCOPE:
 2.1 This procedure defines Medtronic Xomed’s personnel and contamination control practices and requirements for the Environmentally Controlled Areas (ECAs). It is applicable to all individuals entering any environmentally controlled area in the Jacksonville facility. Visitors entering only the observation hallway are exempt from jewelry and make-up restrictions.
 3.0 ASSOCIATED DOCUMENTS: 3.1 Applicable Documents
 3.1.1 SOP 006 - Room Pressure Differentials and Air Flow Directions 3.1.2 SOP 060 - Sanitization Program for Environmentally Controlled Areas (ECAs) and Air Locks Airlocks 3.1.3 SOP 071 - Microbial Air Monitoring -TM 3.1.4 SOP 107 - Non-Viable Air Particle Count Monitoring -TM 3.1.5 SOP 242 - Microbial Monitoring of Manufacturing Surfaces -TM 3.1.6 SOP 311 - Laminar Flow Hoods, Clean Zones and Fume Hoods 3.1.7 SOP 501 - Controlled Environment/Cleanroom Policy and Guidance 3.1.8 QCFM 657 - Equipment Notification 3.1.9 QCFM 754 - Change control notification form 3.1.10 21 CFR Part 820.70 Production and Process Controls 3.1.11 Medtronic Xomed Employee Handbook
 3.2 Reference Documents 3.2.1 SOP 353 - Controlled Area Garment Laundering 3.2.2 SOP 398 - Division Procedure for Equipment Installation Qualification (IQ) 3.2.3 SOP 626 - External Ambient Visible Particulate Affecting the Environmentally Controlled Area (ECA) 3.2.4 QCFM 427 - Equipment IQ, Protocol and Report form 3.2.5 ISO 14644 Cleanrooms and Associated Controlled Environments 3.2.6 IEST-RP-CC018 Cleanroom Housekeeping: Operating and Monitoring Procedures 3.2.7 IEST-RP-CC026 Cleanroom Operations 3.2.8 IEST-RP-CC027 Personnel Practices and Procedures in Cleanrooms and Controlled Environments 3.2.9 09-01-43 Characterization of Bioburden Recovery of 1% Vesphene Ilse Solution and Isopropyl Alcohol
 Solutions 4.0 GENERAL:
 4.1 DEFINITIONS: 4.1.1 ECA: Environmentally Controlled Area (ECA) where final processing environment of product is
 controlled. This is a room in which the concentration of airborne particles and microorganisms are controlled and which contains one or more clean zones. For Medtronic Xomed, the ECA is a controlled process that is categorized into three zones: ISO 7, ISO 8 (operates to the particulate requirements of ISO 8), and ISO 9 (operates to the particulate requirements of ISO 9) for VSI Containment area. This area requires hair bonnet and gowning restrictions.
 4.1.2 Minor Work: Adjustment or repair that has no or slight potential for contaminating the work area or the work surface in the ECA.
 4.1.3 Minimal Repair: Adjustment or repair that has potential for contaminating ONLY the work surface in the ECA.
 4.1.4 Major Repair: Adjustment or repair that has the potential for major contamination to the work surfaces as well as to the surrounding environment in the ECA.
 4.2 REQUIREMENTS: 4.2.1 Equipment
 4.2.1.1 Mechanical shoe cleaner (if applicable) 4.2.2 Materials
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 4.2.2.1 Tacky mats or Dycem contamination control mats (required) 4.2.2.2 Disinfectant/ Detergent 4.2.2.3 Hair bonnets 4.2.2.4 Beard covers or face masks 4.2.2.5 Vinyl or nitrile gloves (no latex or powdered gloves) 4.2.2.6 IC Clean Room Lotion or equivalent 4.2.2.7 ECA Gowns 4.2.2.8 Low or no-lint Clean Room Wipes
 4.3 RESPONSIBILITIES: 4.3.1 Operations
 4.3.1.1 The Value Stream Manager or designate for each area is responsible for ensuring that conditions within the ECAs are maintained for the processing of medical devices.
 4.3.2 Maintenance Manager 4.3.2.1 The Maintenance Manager or designate is responsible for coordinating the maintenance and
 contract re-certifications of the ECAs and laminar flow benches as scheduled. The Maintenance Manager also coordinates efforts with the Contracted Cleaning Crew (Reference SOP 060).
 4.3.3 Quality Services Manager 4.3.3.1 The Quality Services Manager or designate is responsible for verifying the ECA conditions are
 maintained as required. Reference SOP 071, SOP 107, SOP 006, and SOP 242. 4.4 Refer to 21 CFR, Part 820.70, Production and Process Controls, and the Medtronic Xomed Employee
 Handbook for guidance for required process controls and restrictions for the ECA. 4.5 Good clothing and hygiene practices are intended to minimize contamination on materials, surfaces, medical
 devices, and packaging that may affect quality and customer experiences. Contamination may be visible, for example; hair, lint, manufacturing materials, and even skin particles. (Remember customers often use our medical devices while viewing under magnification). Contamination also may be invisible to the naked eye, for example; viruses, bacteria, molds, pollen, manufacturing residuals, laundry detergent, and smoke particles. ▪ Bathe daily ▪ Wash hands after rest room use ▪ Wash hands before and after meals ▪ Wear clean clothing ▪ Keep fingernails short and clean ▪ No nail polish or false nails ▪ Good skin care
 4.6 Visitor escorts are responsible for ensuring that visitors have no health or hygiene conditions, which could adversely affect the quality of the product or environment. If so, visitors must be denied access to product processing areas. All requirements set forth in this document are required for visitors. Visitors taking part in formal tours within the ECA shall adhere to the requirements and restrictions contained within this SOP document. Make-up remover will be available in the Quality Services Department. Gloves must be worn by visitors with nailpolish or false nails. Medtronic Xomed escorts are responsible for all visitors to adhere to the ECA requirements. Employees within the ECA are responsible for ensuring compliance; notify a VSM and obtain a list of applicable restrictions and activities to ensure that product quality is not compromised.
 4.7 Other employees within Medtronic Xomed, including contractors, who need access to the ECA, must also follow all requirements in this document. There are no exceptions to the rule, other than when an emergency situation occurs. No make-up is permitted in the ECA. Quality Services Department has make-up remover available. Gloves must be worn by those individuals with finger nail polish or false fingernails.
 4.8 Refer to SOP 501 for the Controlled Environment/ Cleanroom Policy and Guidance. 4.9 DO NOT TURN OFF LAMINAR FLOW BENCHES! If benches have been accidentally turned off or have been
 moved, they must be on for a minimum of 30 minutes before work may commence within the bench. Refer to SOP 311 for relocating certified laminar flow hoods.
 4.10 If the temperature in the ECA rises above 80ºF, there shall be plans made to ensure the comfort of employees and ensure integrity of the product.
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 4.11 Only approved issued items, such as cleaning tools, wipes, lotion, disinfectants, cleaners, etc. shall be used in the ECA. Please check with Quality Services with new requests.
 4.12 Product accidently dropped on the floor should be re-cleaned shall be scrapped. 4.12.1 Term “product” includes raw materials, subassemblies and finished products.
 5.0 PROCEDURE: 5.1 GOWNING and PREPARATION for the ECA: Only the main gowning room/airlock is used for personnel
 entrance and exit of the ECA. 5.1.1 Remove any visible contaminants (e.g. dirt, sand, or dust) on shoes and clothes prior to entering the
 gowning area (airlock). If a mechanical shoe cleaner is available, clean shoes with the mechanical shoe cleaner. To use a mechanical shoe cleaner, perform the following: 5.1.1.1 Ensure that laces are tied tightly and short. Long hanging laces may become entangled in the
 shoe cleaner. 5.1.1.2 Place foot into the shoe cleaner as far as possible, withdraw and repeat if needed to remove
 loose dirt on shoes. Repeat this process for the other shoe. Remove any visible contaminants. Shoes shall be clean prior to entering the airlock.
 5.1.1.3 There is a tacky contamination control mat (or Dycem tacky mat) at the airlock entrance door. It is required that the individual step on the tacky contamination control mat (or Dycem tacky mat) before entering the airlock.
 5.1.2 Enter the gowning area (airlock) 5.1.2.1 Gowning areas (Airlock) are typically separated into three distinct areas.
 ▪ As an individual enters into the airlock, begin the proper gowning procedure moving one way in a clockwise direction
 ▪ The entrance area is furthest from the ECA door and upon entering from the uncontrolled manufacturing area is designated as the “dirty” area. This section may be entered in street clothes. The next step requires personnel to put on the bouffant head covering and beard cover, if applicable. Mirrors are available for individuals to verify that hair or earrings are NOT exposed.
 ▪ The section in the center is the “transition or grey” area, which is where gowning is performed as one continues in a clockwise direction. Locate the individual or visitor gown and put on, being careful not to touch the floor with the gown. Snap the entire length of the gown, including the wrist bands (if applicable).
 ▪ Once gowned, keep moving in a clock wise motion to the hand cleaning area. The section closest to the ECA door is designated as a “clean” area. Individuals must be fully gowned to enter this section of the Gowning area. It is typically divided from the grey or transition area by benches used for donning booties when available or required. A tacky contamination control mat (or Dycem tacky mat) must be stepped on to insure cleanliness of the boot or shoe bottom. The next step requires an individual to wash their hands as instructed below. Another mirror is located on the wall at the glass entrance door, just prior to entering the ECA. This gives another opportunity to insure all gowning procedures have been met. The individual is ready to use the motion detector to access the ECA. If the light is red, the door will not open. When the door is ready the light will be green and the individual can enter the ECA. PLEASE NOTE that the door will not open if the entry door from the uncontrolled manufacturing hallway to the Airlock is OPEN. The individual must wait until the light indicates it is okay to enter the ECA.
 Note: Employees are not allowed to cross into different zones within the gowning area without regard to gowning requirements. In other words, employees are not to cross from an uncontrolled area into the clean area of the gowning room to leave paperwork or work orders. Employees are not to leave the ECA, remain gowned, and hand a work order to someone in the “dirty” zone of the gowning room or material transfer room.
 5.1.2.2 Gowning will be performed according to the “Top-Down” method. Use the mirror prior to entering the ECA to make certain all gowning is acceptable, i.e., hair covered, gown buttoned/ closed, jewelry not exposed. The rules for gowning are below: • Hair Bonnet
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 o Shall cover all exposed hair, including sideburns. o The exception is eyelashes and eyebrows o If removed, hair bonnets must be discarded. Reuse of hair bonnets is prohibited,
 even if turned inside-out. Hair bonnets are NOT to be worn outside the Airlock/ Gowning Room. Hair bonnets are changed after each use.
 o Hair Bonnets are NOT to be worn over caps. No caps/ hats are allowed in the ECA. • Beard Cover (if applicable)
 o Shall cover all facial hair, including moustaches. • Gowns
 o Clean gowns are available from the garment rack located in the air lock. o Care must be taken to ensure the gowns do not touch the floor. If a gown touches the
 floor, the item is considered contaminated and must be discarded into the laundry basket.
 o Gowns shall be inspected for damage prior to gowning. Check for fraying, holes, rips, broken or missing fasteners (zippers, snaps, etc.). If damage is discovered, discard the gown into the laundry basket.
 o When donning the gown, ensure that the exterior of the gown does not come in contact with street clothes.
 o The gown shall be buttoned or zipped to the neck. Sleeves shall be pulled down to the wrists. Gowns must be completely closed. Sleeves shall not be rolled into cuffs.
 o Gowns shall fit appropriately. Loose fitting gowns have the potential of contaminating the ECA by exposed skin and street clothing. If properly gowned, the only skin visible will be individuals’ hands and face.
 o Gowns or hair bonnets may NOT be worn outside of a controlled area/ airlock. o Gown sleeves must NOT be rolled up. Sleeves shall be pulled down to the wrists.
 • Gloves (if applicable) o Gloves may be worn when handling uncured silicone, molded products and inner
 packaging materials. o Gloves may be required for specific processes within the ECA, such as burs
 products, etc. Check on the product XPI for ECA requirements. o Use non-powdered finger cots when handling terminally cleaned burs.
 NOTE: Latex gloves are prohibited in the ECA. o If gloves come in contact with an item that is potentially contaminated, i.e. phone,
 etc.) gloves shall be decontaminated with an approved alcohol-based rub (Alcare) or IPA (Isopropyl Alcohol).
 5.1.2.3 Un-gown: To disrobe, the general guideline is to reverse the dressing procedure. • Gloves (if applicable) • Frocks/ Gowns • Beard Cover (if applicable) • Hair Bonnet
 5.1.3 HAND WASHING 5.1.3.1 Hands are to be washed with soap and water in the following instances:
 • when visibly dirty • after eating • after using the restroom • when entering the ECA
 5.1.3.2 The following procedure will be used when washing hands with soap and water: • Wet hands, apply soap to the hands and rub together vigorously for approximately 15
 seconds. Scrub the backs of hands and wrists, in addition to your palms, fingers, and fingernails. Make sure to wash under any rings.
 • Rinse hands well with water and dry thoroughly using the automatic hot air dryer. • Wash hands prior to donning gloves, if applicable.
 5.1.3.3 When using alcohol-based rubs, STERIS ALCARE 6395-36 Antiseptic Foamed Alcohol or
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 equivalent may be used. Check with Quality Services Dept. prior to using something that is not approved. Apply product to the palm of one hand and rub hands together, covering all surfaces of hands, fingers and fingernails, until hands are dry. Personnel may also use Alcare or IPA on gloves in the same manner.
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 5.2 CONTAMINATION CONTROL MEASURES 5.2.1 Cleaning (Refer to SOP 060 for additional Contamination Control Requirements)
 ▪ Clean all materials that enter the ECA from Raw materials area that are visibly dirty with particulate. All equipment must be wiped down prior to installation in the ECA. Wipe down all items, including carts, bins and raw materials that appear visibly dirty. Items being taken into the ECA by personnel must be wiped down with an approved disinfectant, such as 99% IPA (Isopropyl Alcohol). Exceptions include paper products, tool bags and any other items which can not be wiped down. Ensure there is no loose particulate on the items, but be sure to wipe down those areas that have contact with product/ packaging. º Workstations shall be cleaned at the start of, and periodically during the work shift. Refer to
 SOP 060 for appropriate cleaning techniques. º Tacky Contamination control mats (or Dycem mats) are replaced at the beginning of each shift
 change or whenever they appear soiled or are no longer sticky. Facilities personnel are responsible for changing the tacky mats as necessary cleaned twice daily per contracted cleaning crew with disinfectant solution, mop, and squeegee. Tacky mats are used in designated areas such as MeroPack entrance and are replaced whenever they appear soiled and are no longer sticky. The soiled sheet shall be peeled from the four corners and lifted in the form of a bag or pocket. The action shall be performed slowly to minimize the accumulation of static charge and the spread of deposited contamination. The contracted cleaning crew is responsible for cleaning contamination control mats and/or changing tacky mats as necessary
 º Materials pass-through locations, including window boxes, shall be wiped down with an approved disinfectant, such as 99% IPA (Isopropyl Alcohol) at the start of each shift and as required to prevent contamination.
 º Storage of unnecessary boxes and materials in ECAs shall be avoided when possible. 5.2.2 Use compressed air guns only when there is no sealing activity going on in the immediate area or
 adjacent production area. 5.2.3 When using compressed air guns, point gun downward and away from work surfaces and sealers. 5.2.4 Personnel Habits
 ▪ Personnel who come into contact with products must be clean, healthy, and demonstrate proper hygiene. Proper hygiene includes, but is not limited to, regular bathing, hand washing after eating or using the rest room, and adequate grooming of hair, body, fingernails, etc. º Avoid any unnecessary movements about the room. º If required to move within the ECA, walk and move at an average speed or less in the controlled
 areas. º Consciously avoid nervous mannerisms, such as scratching or rubbing hands together, etc.
 - Keep hands away from your face and body - Never bite your fingernails, or touch your mouth, eyes or nose - Do NOT lift gown for pager, phone, writing utensils, etc. Pagers and phones may be used
 for business reasons only, but prior to entering the ECA they must be wiped down with alcohol wipes provided in the airlock. GOWNS MUST NOT BE LIFTED TO RETRIEVE PHONE.
 - Hair brushing and other personal grooming is not allowed in the ECA or the gowning room/airlock.
 - If you have to sneeze or cough, direct your mouth away from products, work surfaces, and/or other personnel. Cough or sneeze into a cleanroom wipe and dispose of it immediately OR if one is not available, your gown arm. Leave the ECA and discard the gown to be laundered and replace with a clean gown.
 5.2.5 ECA Doors ▪ Material transfer rooms, pass-thrus and entry doors are designed to maintain room conditions within
 the controlled area. º Doors shall remain closed unless exiting or entering the ECA. º If more than one door exists (uncontrolled area of Manufacturing and ECA), only one
 door may be opened at a time to minimize pressure differential.
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 » For example, if an ECA has a Gowning Room and an individual is exiting the ECA, the individual entering the Gowning Room must wait until the door to the ECA is completely closed before opening the door to the Gowning Room. Automatic doors are installed in the ECA gowning room to ensure door from the uncontrolled Manufacturing Hallway and the ECA are not opened simultaneously.
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 » Doors shall not be open for extended periods of time. • Conversation between individuals inside the ECA and those outside of the ECA shall be
 conducted by phone, or the individual working inside the ECA must exit the room, closing the door behind them.
 » Pass-throughs are NOT to be left open. º Entry and exit doors to either the Gowning Room or the ECA are interlocking and will not
 open at the same time. Doors opened simultaneously will adversely affect the pressurization of the room. This applies to the opening of the material transfer rooms as well.
 5.2.6 Air Returns ▪ Air returns must not be blocked. Care shall be taken to ensure that bagged materials or benches,
 etc. do not block the air returns. º Do not place solid objects closer than 12 inches to the air returns.
 5.2.7 Health/Comfort ▪ Report any hygiene or environmental conditions that could adversely affect personnel or product to
 management immediately. ▪ Never enter a controlled area with open lesions (cuts, scratches, or sores) unless the lesions are
 fully covered. This applies to sunburn, skin rashes, acne and other similar disorders. ▪ Report communicable illness to your supervisor. ▪ Persons with a medical condition that could adversely affect the product or other employees shall be
 excused from those operations until they are recovered. ▪ Supervisors must review any health situation observed or reported to them and determine
 appropriate action. Such action may include but is not limited to the following: º Requirement for the use of additional body coverings, such as gloves, masks, bunny suits, etc. º Transfer to a non product-contact area. º Exclusion from contact with product until the situation is cleared. º Exclusion from the facility until the situation is cleared.
 ▪ If temperatures in the ECA rise above 80ºF, there must be plans made to ensure the comfort of employees.
 5.2.8 Lotions ▪ ECA personnel shall only use approved lotions while at Medtronic Xomed during production hours.
 Approved lotions are those authorized for use by the Quality Services Dept. IC Cleanroom Lotion is currently approved.
 5.2.9 Jewelry ▪ Jewelry, with the exception of rings, may not be worn if it cannot be covered by controlled area
 garments. If watches and bracelets fall below the gown cuff, they must NOT be worn in the ECA. If necklaces can not be covered by the ECA garment, than they must NOT be worn in the ECA.
 ▪ Rings are not permitted, except for wedding band/ ring or two rings of significance per individual. ONLY TWO RINGS PER PERSON IS PERMITTED; no costume jewelry rings are allowed. º Be sure to wash the rings thoroughly with soap, rinse and dry, particularly underneath, prior to
 entering the ECA. Rings, such as costume or ornamental jewelry, are not accepted in the ECA. » Rings can not interfere with an employee’s work as determined by the area supervisor.
 5.2.10 Controlled Items • All printed materials, such as work order paperwork, labels, and Quality Assurance forms, must be
 contained when not in use, such as in a plastic pouch, document sleeve or bag. • Engineering documents, such as protocols and data collection sheets, must be controlled in a
 manner to prevent particulate contamination. Plastic clip boards wiped down with alcohol may be used for the transfer of these items to and from the ECA.
 • Quality Services documents, such as environmental monitoring quality control forms, must be controlled in a manner to prevent particulate contamination. Plastic clip boards wiped down with alcohol may be used for the transfer of these items to and from the ECA.
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 • Value Stream Managers, at their discretion, may allow for personnel to store work-related items in a clear, see-through storage container; these are not for the storage of personal items. These containers must be wiped down with alcohol prior to each time they are brought into the ECA.
 5.2.11 Prohibited Items in the ECA ▪ No exposed jewelry of any kind (includes earrings, key chains, necklaces, watches, etc.) Employees
 are limited to their wedding ring/band or one ring on each hand. Be sure to wash thoroughly prior to entering the ECA. No cosmetic rings are allowed.
 ▪ No exposed skin, other than hands and face is allowed. Shorts, Bermudas, or capri’s are not allowed. Skirts or dresses are not allowed. Short footies with skin exposed at the ankle is not allowed. Legs and ankles must be completely covered. No exposed skin.
 ▪ Sleeveless shirts or blouses, such as tank tops, spaghetti straps, or cap sleeves, are not permitted. There must be a sleeve.
 ▪ Velvet, suede, wool, frayed clothing, or clothing made of fuzzy types of materials (such as fuzzy sweaters) MAY NOT BE WORN. (This includes footwear, as well)
 ▪ No polished fingernails ▪ No false fingernails, including acrylic overlay, silk wrap, etc. ▪ No false eyelashes ▪ No makeup of any kind, except for permanent makeup. No cosmetics, including perfumes and after
 shave lotions. ▪ No personal items, such as combs, handkerchiefs, purses, tissues, or items such as hand creams
 not approved by Quality Services, cosmetics, or medication containers. Personnel with special requirements due to a medical condition will be reviewed on an individual basis.
 ▪ No lint generating materials such as tissues, paper towels, or corrugate is allowed in any controlled area unless sequestered in a way that prevents escape of contamination. Product Unit Cartons are coated on one side. Cartons, IFUs, and packaging components are all kept in a closed container(s) (closed plastic bags, totes, etc.) until WIP. Care must be given to ensure boxing particulate does not affect product quality on nearby production lines.
 ▪ No baseball caps allowed in the ECA. ▪ No food, gum and candy are permitted within the ECA. ▪ No drinks, including drinking water is allowed in the ECA around product, except in the one
 designated area. No water cups are allowed in the ECA, except at the one designated area. ▪ No paper hole punches are allowed in the controlled areas. ▪ No exposed wood. ▪ No rust allowed where product or packaging is processed. There must be no cross-contamination
 between rust and product or packaging. ▪ Fans are not allowed in the ECA. ▪ No aerosols, unless approved.
 5.2.12 MeroPack Material Handling Requirements: ▪ The designated MeroPack area is to be isolated from all adjacent areas by a door and walls and air
 quality maintained with HEPA air filtration inside the designated area. ▪ MeroPack air pressure is to be negative to any other adjacent process area. ▪ Entrance into the designated MeroPack area is to be restricted to only the operators responsible for
 manufacturing MeroPack products. ▪ Upon entry into and exiting from the designated MeroPack area, operators shall be sure to walk
 across the sticky floor mat to minimize contamination into and out of the area. The sticky floor mat layer shall be refreshed as necessary and at the beginning and end of every planned production cycle in the MeroPack area.
 ▪ Upon entry into the designated MeroPack area during planned MeroPack production, all operators and other personnel shall be required to do the following immediately before entering: Disposable dust mask (optional, personal preference) Disposable gowns are to be worn. Gowns are in a covered bin in the MeroPack gowning area. Additional hair & beard net if applicable to be worn over existing nets. Operators and other personnel are required to clean their hands with Alcare, foamed antiseptic hand rub before entering the MeroPack room. Once inside Nitrile gloves are to be worn.
 ▪ The disposable gown shall be disposed of at the end of the shift. ▪ All MeroPack production processes up to and including packaging/cartoning are to be done inside
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 the designated MeroPack area.
 ▪ Upon completion of the work order, MeroPack products will be placed into a clean tote(s) for transfer out of the designated MeroPack area. After closing the tote, the outside surface of the tote(s) shall be wiped down with 99% alcohol to minimize dust transfer out of the area.
 ▪ All additional supplies (gowns, masks, gloves, hair/beard nets, etc.) shall have covered/protected storage & available waste disposal containers provided for inside the designated MeroPack production area.
 ▪ Items/documentation/storage cabinets unrelated to the production of MeroPack shall not be stored inside the designated MeroPack production area.
 ▪ After surfaces are wiped down, floor is to be vacuumed with a HEPA filtered vacuum that is designated only for the MeroPack room. Starting at the farthest corner of the room, vacuum the floor while working your way to the door. The vacuum will be stored in the MeroPack room.
 5.3 CHANGE CONTROL PROCEDURE: 5.3.1 Change control section contains procedures that have been established to document changes in the
 ECA which could possibly have adverse effect on the environment in the ECA and product quality. 5.3.2 Major changes require notification of Manufacturing Engineers, Quality Engineers, Quality Services
 Department, Maintenance Department and Facility Departments. Major changes involve more than one manufacturing block as on the map, section 5.3.4. Depending on the change, appropriate QCFM should be used. 5.3.2.1 QCFM 657 - Equipment notification form. This form is used when equipment is relocated or
 removed from the ECA. 5.3.2.2 QCFM 427 - Equipment IQ. This form is used for new equipment and to document changes in
 current equipment when IQ is required. 5.3.2.3 QCFM 754 - Change control notification form. This form is used in case of:
 • Modification to the HVAC system that might have an impact on air quality in the ECA. • ECA structural changes e.g. installation of pass-thru. In some cases it might be required
 to write a protocol and final report. • Changing location of a production line without equipment between manufacturing blocks. • Modification to the RO/DI water system. • Relocating laminar flow hood.
 5.3.3 Procedure for use of QCFM 754. 5.3.3.1 QCFM 754 will be initiated by the project leader or designee. 5.3.3.2 Description of the current stage, intended change and future state is to be clearly stated in the
 QCFM 754. 5.3.3.3 Change control form ID number will be assigned by Micro Lab. 5.3.3.4 Change control notification form will be reviewed by the appropriate personnel. The approval
 section will include an assessment and a list of all documentation reviewed. 5.3.3.5 After completion of the project the review of the performed work will be conducted. If testing
 was conducted results will be attached to the QCFM. Documentation will be submitted to the Quality Services department.
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 5.3.4 Map of the ECA with manufacturing blocks identifying production lines.
 5.3.5 Table 1. Tests and actions are as reference only to be performed in case of change in the ECA.
 Situations will be evaluated on case-by-case basis.
 Examples of significant changes to the ECA but this are not limited to just these examples.
 Quality Services tests ECA actions
 Non-viable air
 particulate test
 Microbial air test
 Microbial surface
 test
 Pressure differential check/mon
 itoring
 Wipe down
 affected surfaces
 Cover the product (if applicable)
 Enclose work area
 1. Moving equipment into the ECA e.g. sealer
 x
 2. Moving equipment out from the ECA, e.g. sealer
 x
 3. Modification of equipment in the ECA
 x
 4 Changing location of a production line between manufacturing blocks x
 x x
 5. Changing location of laminar flow hoods x
 x
 6. ECA structural changes, e.g. installation of pass-thru x
 x x x x
 7. Major room construction x x x x x x x
 8. Modification, repair or replacement to the ceiling tiles such as drilling, refer to section 5.3.6 *
 x
 x x x
 * - use QCFM 657 when replacing, repairing or modifying ceiling tiles in conjunction with installing or removing equipment Note: shut down of production will be evaluated when the average particle level in the ECA is above the Action limit.
 5.3.6 Modifications to ECA 5.3.6.1 Never move any workbenches, cabinets or other furniture or equipment except under the
 instruction of the area lead or VSM. 5.3.6.2 Always carry objects clear of the floor when moving. Moving equipment on wheels is a good
 option. 5.3.6.3 The floor and surrounding area must be thoroughly cleaned after the move. Contact
 Maintenance. 5.3.6.4 Contact Quality Services Department prior to relocating any major pieces of equipment. Major
 pieces of equipment are considered, for example, an Autobonding machine in VSI production line or other pieces of equipment that would require Quality Services to qualify for ECA use. Refer to Section 5.3 for Change control.
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 5.3.6.5 Contact QS before ECA structural changes are made e.g. installation of pass-thru and when changing location of a production line without equipment between manufacturing blocks, refer to the map in section 5.3.4.
 5.3.6.6 Quality Services Department must be notified in advance prior to the initiation of any major modification. Each modification will be evaluated on a case-by-case basis as a qualification may be required. Additional Cleaning may be required. Refer to SOP 060. A major modification is defined as any activity that: ▪ opens the ECA to the exterior environment and reduces the pressure in the room. ▪ changes the large equipment configuration in the ECA. ▪ or has the potential to generate a large amount of particulate
 5.4 Unplanned Disruptions in the ECA: There are generally four types of emergencies within the ECA. Most all should fall within 1 of the four listed below, but if not, it must be reviewed on a case-by-case basis. 5.4.1 Isolated Incidences, where there is no cause for a room evacuation. Examples are EMT entrance (un-
 gowned), emergency repairs causing an isolated contaminated environment, ceiling tiles being moved or replaced for repair, etc., or any out of the ordinary situation that causes excessive particulate and/or product exposure to uncontrolled conditions: Cover potentially exposed product with approved material in affected area. When isolated incident is complete, thoroughly clean the affected area. Notify QS for particulate counting to verify area is acceptable, per SOP 107. Team Leader must determine if NCMR is required for the affected product. Re-cleaning or product
 testing may be required. 5.4.2 Short Term Emergency that causes room evacuation:
 * NOTE: Actions change on the following if exit doors to uncontrolled area(s) are opened: Exit doors to outside or exit door to raw material area (ISO 7) always require a major cleaning of the affected area. If the exit doors to the outside are opened, then the whole general ECA must be cleaned prior to beginning production. Close ECA Upon return, replace gowns with clean gowns or extra Tyvek gowns located in the gowning room. Upon return, if doors have not been opened to uncontrolled area(s), then wipe critical work areas
 with approved disinfectant. Refer to note above if these doors have been opened. In the event of a power outage for more than 15 minutes but less than 1 hour, the HVAC must run
 for a minimum of 30 minutes prior to resuming work, allowing the air to re-circulate (change) and stabilize.
 If there is a power outage, Laminar Flow Hood blowers require a minimum of 30 minutes purge time before any material is placed in the unit or work begins in the hood/clean zone.
 If product is exposed to an uncontrolled environment, all work orders must be dispositioned. Otherwise, Team Leader must determine if NCMR is required for the affected product. Perform rework, scrap, cleaning and/or product testing (QS) as required.
 Notify QS for particulate counting to verify area is acceptable, per SOP 107. Verify room pressure differentials per SOP 006.
 Release ECA 5.4.3 Long Term Emergency more than 1 hour that causes room evacuation:
 * NOTE: Actions change on the following if exit doors to uncontrolled area(s) are opened: Exit doors to outside always require a major cleaning of the affected area. If the exit doors to the outside are opened, then the whole general ECA must be cleaned prior to beginning production. Close ECA Upon return, replace gowns with clean gowns or extra Tyvek gowns located in the gowning room. Upon return, if doors have not been opened to uncontrolled area(s), then wipe all work areas and
 equipment with approved disinfectant. Refer to note above if these doors have been opened. In the event of a power outage for more than 15 minutes but less than 1 hour, the HVAC must run
 for a minimum of 30 minutes prior to resuming work, allowing the air to re-circulate (change) and stabilize.
 If there is a power outage, Laminar Flow Hood blowers require a minimum of 30 minutes purge time before any material is placed in the unit or work begins in the hood/clean zone.
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 All work orders must be dispositioned; often this includes scrap, rework, clean, or Quality Services may do bioburden testing to verify the product is not contaminated.
 QS must be called to qualify the ECA per SOP 107. Verify room pressure differentials per SOP 006.
 5.4.4 Major Emergency that causes room evacuation: Close ECA Upon return, replace gowns with clean gowns or extra Tyvek gowns located in the gowning room. Upon return, thoroughly clean all areas of the ECA, including equipment, walls, and ceilings, with an
 approved disinfectant. Depending on the situation, alternative disinfectants may be required. Check with QS for instructions.
 All work orders must be dispositioned through the NCMR process; often this includes scrap, rework, clean, or Quality Services may do bioburden testing to verify the product is not contaminated.
 ECA will require a minimum of 24 hours to stabilize prior to beginning production of products. QS must be called to re-commission the ECA per SOP 107. Also verify room pressure differentials
 per SOP 006. Release ECA based on risk waiting for results from bioburden testing (SOP 072), microbial air (SOP
 071), and surface contact plates (SOP 242) 5.5 Evacuation
 5.5.1 Should there be an emergency where employees are required to leave the controlled area (ECA) and go elsewhere in the facility or outside, gowns may be worn to prevent a delay leaving the facility. However, gowns must NOT be worn again in the ECA. All gowns must be sent for laundering when returning to the ECA to work.
 5.5.2 the direction of the Value Stream Manager or Team Leader, work in process shall be covered to prevent contamination. Prior to resuming production, the covering materials will be removed in a manner to contain any contaminants.
 5.5.3 If product cannot be properly covered in emergency situations, product will have to be dispositioned, e.g., re-cleaned, scrapped, etc.
 5.6 Power Outage 5.6.1 In the event of a power outage, the following steps shall be taken should it be out more than 15 minutes,
 but less than approximately 1 hour: ▪ Upon start-up allow HVAC to run a minimum of 15 minutes prior to resuming work. This allows the
 air to re-circulate (change) and stabilize. Laminar Flow Hoods: Blower shall always remain ON to assure that the unit’s air quality remains in
 its clean condition. If the blower has been turned off, always allow 30 minutes purge time before any material is placed in the unit or work begins in the hood/clean zone.
 ▪ Verify room pressure differentials are acceptable per SOP 006. Contact Quality Services. ▪ Perform a wipe down of each workstation prior to resuming work.
 5.6.2 In the event of a power outage, the following steps shall be taken should it be out more than 1 hour: ▪ Upon start-up allow HVAC to run a minimum of 15 minutes prior to resuming work. This allows the
 air to re-circulate (change) and stabilize. Laminar Flow Hoods: Blower shall always remain ON to assure that the unit’s air quality remains in
 its clean condition. If the blower has been turned off, always allow 30 minutes purge time before any material is placed in the unit or work begins in the hood/clean zone.
 ▪ Verify room pressure differentials are acceptable per SOP 006. Contact Quality Services. ▪ Perform a wipe down of each workstation prior to resuming work. ▪ Perform air particle monitoring according to SOP 107. Contact Quality Services.
 5.7 Repair and maintenance of equipment and the facility is critical to the production operation. However, the integrity of the ECA and the product should not be sacrificed as a result of the repairs; therefore, efforts must be made by responsible individuals to prevent contamination. ▪ Minor repairs
 º Individuals must be fully gowned º A Central Vacuum System or HEPA-filtered vacuum will be used simultaneously in the work area. A
 second operator may be required to hold the vacuum while repairs are made. º The area shall be cleaned immediately upon completion of the repair with an approved disinfectant.
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 ▪ Minimal repairs º Individuals must be fully gowned º A Central Vacuum System or HEPA-filtered vacuum will be used simultaneously in the work area. A
 second operator may be required to hold the vacuum while repairs are made. º The area, particularly the critical work surface affected, shall be cleaned immediately upon completion of
 the repair with an approved disinfectant. ▪ Major repairs
 º Schedule during off-hours. If the repairs cannot be scheduled during off-hours, arrangements must be made to isolate the work, with vinyl curtains or equivalent, from production operations.
 º Depending on the extent of the repairs, gowning may be optional. The decision regarding gowning will be made by Quality Services and Operations.
 º When repairs are complete, the area must be vacuumed with a HEPA-filtered vacuum (if available) and disinfected. If the work is extensive, the room (or area) will require an Annual Clean prior to operations.
 ▪ Tools, Material and Equipment: º It is recommended that repair tools be dedicated to each ECA to eliminate cross contamination. º If tools must be brought into an ECA, the tool bag must be examined for loose particulate. Tools that will
 be used on equipment processing product or packaging in the ECA must be disinfected prior to use. º All equipment must be cleaned and disinfected prior to set-up in the ECA area. º While working with tools and materials in the ECA, items shall be maintained in a neat and orderly
 fashion to eliminate the need from unnecessary movements. º Tools or materials that fall on the floor must be cleaned prior to use on equipment used in the
 processing of product or packaging in the ECA. ▪ Prohibited actions or items:
 º No drilling, painting, welding, soldering, cutting or sawing except as authorized by the Quality Services Dept., Maintenance Management, Facilities, and Operations.
 º No wooden handles, no rusted tools used where product/ packaging is processed, no aerosols (unless approved), and no cardboard is permitted for use in the ECA area (unless sequestered in a way that prevents escape of contamination).
 º Open spaces remaining after holes are drilled in floors, walls, sides of equipment or other such surfaces shall be properly sealed immediately afterwards to prevent contamination from entering the ECA. Methods for sealing may include use of caulks, adhesives and specially fabricated plates. When maintenance is complete, surface cleanliness requires the area to be wiped down with the approved cleaner/ disinfectant.
 5.8 Ergonomic Stretching Exercises in the ECA – As unnecessary movements are not allowed in the ECA, it is critical that stretches be limited to ergonomic based movements only. For example, hand movements to prevent carpel tunnel syndrome are acceptable, but jumping jacks are unacceptable. Particulate circulation is to be kept to a minimum. If hands touch the hair nets or shoes during stretches, it is mandatory that hands be disinfected with Alcare hand cleaner prior to initiating work again.
 5.9 Visitors to the ECA who must perform special or emergency activities in the ECA must follow the requirements as found in this document. Make-up must be removed prior to entering the gowning area & ECA. Make-up remover will be found in the Quality Services Department. If individuals have nailpolish or false nails, they shall wear gloves. No product will be touched by visitors to the ECA unless gloves are worn. ▪ If there is an individual(s) health emergency where EMT EMERGENCY / FIRE personnel must come into
 the ECA, the product local to the situation must be covered and the ECA area is considered contaminated. The area must be re-cleaned after the EMT personnel have left prior to beginning work again.
 ▪ If there is a fire, contact Quality Services to determine the extent of cleaning and rework of products. The room must be qualified by Quality Services prior to commencement of work.
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