Autoclave & Steam Quality Questionnaire V1.0.1
	Autoclave & Steam Quality Questionnaire Version V1.0.1

	Territory Manager:
	Your Name
	Date Submitted:
	DD-MMM-YYYY

	Customer and project location:  
Company Name
Street
City, State Zip Code
Attention:  Contact Name
Phone Number (Office):  Phone Number
Phone Number (Cell):  Phone Number
E-mail Address:  E-mail Address
Project Location:  If different than contact location
	

	[bookmark: _Hlk491087868]ValSuite validation requirements:

	Do they require the ValSuite we are using on-site to be validated? If so, do they require a copy of a validation binder?  
	If no validation, then no worries.  If yes to validation, but no binder needed that is OK.  If need binder, additional fee will apply.  

	Quantity of Autoclaves:

	Quantity of Autoclaves:
	(Based on complexity, may need additional questionnaires to keep units separate)

	Unit Calibrations:

	Are we calibrating their Autoclave?
	Yes/No:  
	If yes, is a single point (point of use) calibration acceptable, or do they require a 3 point calibration?
	Single Point or Three Point?
As-Found & As-Left?
As-Left only?

	
	
	
	

	[bookmark: _Hlk490135967]	Protocols: (Pick One or the other)

	Who’s protocol are we executing?  
	Option 1:  Ellab 
Option 2:  Client’s protocol – Price reduction if using their protocol 

	Final Reports: (Pick One or the other)

	Who will be generating the final report?  
	Option 1:  Ellab.  
[bookmark: _GoBack]Option 2:  Client - Price reduction if client does final report

	Review of Final Report: (Pick One or the other)

	Ellab review:
	Yes/No:  Included in standard cost (Client signs off the Review By on the protocol)

	Ellab Quality Department Review:
	Yes/ No:  Additional cost & turnaround time (Estimated $95~$125 + couple more days

	Qualifications:  (Make the appropriate selections below

	Level of qualification:
	Commissioning
CGMP/ISO17665
EU (EN 285)

	Vacuum or Gravity only unit:
	(Vacuum & Gravity) 
or 
Gravity only

	Any development work necessary?
	Yes/No (Development work happens for new autoclaves, or new cycles being added to an existing autoclave)

	Cycle Development studies
	If Yes, is formal protocol/documentation required?  Yes/No

	Developing cycle:
	Number or estimated runs, dependent typically on the number of cycles.  

	Installation Qualification:
	Yes/No:  

	Operational/Re-Qualification:
	Yes/No:  Add more cycles (rows) if necessary.

	Cycle Type / Runs:
	1. Gravity 121.1C / Run(s)
2. Pre-Vacuum and/or Post Vacuum 121.1C / Run(s)
3. Liquids 121.1C / Run(s)
4. Flash 132C to 135C / Run(s)

	Performance/Re-Qualification:
	Yes/No: (Testing with BIs)

	Flexible Load Approach:
	Add more cycles (rows) if necessary.  One row for each type of load.  

	Item Load Mapping Runs:
	For Flexible Load Approach.  Number of items needing to be mapped.  Rule:  Approximately 10 to 12 items per run

	Cycle Type / Load Type / Duration / Runs:
	1. Gravity 121.1C / (Glassware, unwrapped goods, waste, utensils, red-bags) / (Fractional/Half), Full, / # Minimum Run(s) and # Maximum Run(s)
2. Pre-Vacuum and/or Post Vacuum 121.1C / (Glassware, Wrapped goods, packs, porous materials, red-bags) / (Fractional/Half), Full, / # Minimum Run(s) and # Maximum Run(s)
3. Liquids 121.1C / (Growth media, LB Broth, Water…etc) / (Fractional/Half), Full, / # Minimum Run(s) and # Maximum Run(s)
4. Flash 132C to 135C / (Unwrapped goods…for shorter periods) / (Fractional/Half), Full, / # Minimum Run(s) and # Maximum Run(s)

	Duration of run:
	Fractional/Partial:  A the duration that should inactive the BIs, and provides rationale for overkill strategy (Typically dry goods) 
or 
Full:  Run the full length of the product specific programmed cycle

	Fixed Load Approach:
	Add more cycles (rows) if necessary

	Cycle Type / Load Type / Duration / Runs:
	1. Gravity 121.1C / (Glassware, unwrapped goods, waste, utensils, red-bags) / (Fractional/Half), Full, / # Run(s) Fixed
2. Pre-Vacuum and/or Post Vacuum 121.1C / (Glassware, Wrapped goods, packs, porous materials, red-bags) / (Fractional/Half), Full, / # Run(s) Fixed
3. Liquids 121.1C / (Growth media, LB Broth, Water…etc) / (Fractional/Half), Full, / # Run(s) Fixed
4. Flash 132C to 135C / (Unwrapped goods…for shorter periods) / (Fractional/Half), Full, / # Run(s) Fixed

	Additional Testing:
	

	Bowie Dick Tests with Warmup:
	Yes/No:  Vacuum air removal test ensuring enough air is removed. 
If yes, how frequently?  Beginning of day? Only after TC incursion?  

	Vacuum Leak Tests:
	Yes/No:  Air-tight integrity (Typically after TC incursion).
If yes, how frequently?  Beginning of day? Only after TC incursion?  

	Mapping Equipment:

	Are they OK with us using Data Loggers?
	Yes/No

	Do they require the use of thermocouple based data loggers?
	Yes/No

	Timeline:

	Project Start Date On-Site:  When do they want it to start, reasonably.  Does not have to be an exact date (EG, Early September 2016)

	Project plan and/or milestones:  If we are going to have all the autoclaves available simultaneously, or mixed with production?  If a larger project then there may be specific milestones they want completed by certain dates.  

	Project Completion Date On-Site:  When do they want everything wrapped up by on-site, and to receive completed protocols by?  We will often wrap up the work on-site and then finish the documentation at our office instead of adding to the travel expenses.  

	Any site specific training required?:  (Client specific training in order for our team to perform work at their site)

	If no, then just say none here.  If yes, describe.  Couple hours, half day, whole day, multiple days, weeks…

	Other:

	Anything else we should know?
	Yes/No and if yes, then what is it?  

	Competitors?
	

	Previous pricing strategy (Fixed/Hourly)?
	

	Steam Quality Testing:  Typically for EN 285

	How many drops:  Unit 1
	

	How many drops:  Unit 2
	

	Types of fittings:
	



