
Appendix 12-2. Equipment Qualification Form

	Manufacturer:
	Model Number:
	Serial Number:

	Intended Use or Function:
	· Critical (perform IQ, OQ, and PQ)
· Noncritical (perform IQ only)

	Date Received:
	Cellular Therapy (CT) Facility Identifier:
	Clinical Engineering Identifier:

	Requires Associated Process Validation?  Yes  No Validation Protocol and Report Number:
Validation Title:

	
Installation Qualification
	N/A (Initials)
	Date Performed
	
Initials

	Inspect packaging for problems during shipment. Ensure that correct items have been received.
	
	
	

	Unpack equipment (on loading dock for large items) and inspect it for damage, missing parts and doc- uments, or other unacceptable conditions. Con- tact the manufacturer to report problems.
	
	
	

	Place sign prominently on equipment stating: “Do Not Use. Qualification in Progress.”
	
	
	

	Clinical engineering (CE) personnel: Check electrical safety, assign CE identifier, apply CE inventory label, and update CE inventory.
	
	
	

	Disinfect all inner and outer surfaces of equipment according to SOP.
	
	
	

	Review all manuals and documentation accompany- ing equipment.
	
	
	

	Assemble and install equipment, according to manu- facturer’s instructions.
	
	
	

	Perform installation checks. Attach documentation of results
	
	
	

	Verify that equipment powers up and performs basic functions at startup.
	
	
	

	Verify that all connections (plumbing, gas, and elec- trical) are correct and function properly.
List connections:
	
	
	

	Perform checks indicated in the equipment or IQ or OQ manual provided by the manufacturer.
List checks and outcomes:
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Appendix 12-2. Equipment Qualification Form (Continued)

	
Installation Qualification
	N/A (Initials)
	Date Performed
	
Initials

	Verify that computer hardware and software are installed properly.
List hardware and software version number if applicable:
	
	
	

	Verify that critical parameters of the equipment have been calibrated correctly. List reference instru- ments in the “Comments” section.
List parameters:

List reference instrument serial number and calibra- tion due date:
	
	
	

	Verify that the calibration certificate has been received and is acceptable.
	
	
	

	Perform an alarm test to ensure that equipment audi- ble and visual alarms activate appropriately.
List alarm test:
	
	
	

	Verify any other basic initial specifications not already tested (eg, space and access).
List:
	
	
	

	Assign an equipment identifier and label the equip- ment with the identifier.
	
	
	

	Add equipment to the equipment inventory list and indicate whether QC or PM is required.
	
	
	

	Perform initial training on use of the equipment (by manufacturer if possible).
	
	
	

	Submit the warranty card and establish an equip- ment file that contains the purchasing docu- ments, manuals, warranty, selection documents, etc.
	
	
	

	Comments:

	Supervisor or Director Approval/Date:  ACCEPTABLE  NOT ACCEPTABLE

 	/	
QA Approval/Date:  ACCEPTABLE  NOT ACCEPTABLE

 	/	




Appendix 12-2. Equipment Qualification Form (Continued)

	Final Specifications

Functional Specifications:	Operational Specifications:









List tests to verify each specification under “Verify specifications” in the OQ or PQ sections, as appropriate. Submit form to the CT laboratory director and QA for approval of the specifications, the OQ or PQ test plan, and the imple- mentation plan.

Director Approval/Date:  	  QA Approval/Date:  	

	Installation Qualification:  N/A for noncritical equipment
	N/A (Initials)
	Date Performed
	
Initials

	Set equipment to normal operating parameters (eg, date, time, temperature control set points, alarm set points, LN2 level, and CO2 percentage).
	
	
	

	Verify specifications. Describe the test plan and attach a summary of the results.
	
	
	

	Connect critical equipment to the CT laboratory alarm systems.
	
	
	

	Comments:


(Continued)



Appendix 12-2. Equipment Qualification Form (Continued)

	CT Laboratory Director Approval/Date:  ACCEPTABLE  NOT ACCEPTABLE

 	/	

QA Approval/Date:  ACCEPTABLE  NOT ACCEPTABLE

	Performance Qualification  N/A for noncritical equipment
	N/A (Initials)
	Date Performed
	
Initials

	Verify specifications. Describe the test plan and attach a summary of the results.
	
	
	

	Following implementation, review QC/PM records and the equipment malfunction forms to ensure that fluctuations in performance are negligible and that QC and PM activities are adequate.
	
	
	

	Comments:

	List period of time for review (eg, 3 months, 1 year):
	
	
	

	Comments:
	
	
	




Appendix 12-2. Equipment Qualification Form (Continued)


	CT Laboratory Director Approval/Date:  ACCEPTABLE  NOT ACCEPTABLE

 	/	

QA Approval/Date:  ACCEPTABLE  NOT ACCEPTABLE

 	/	

	Implementation Plan: Implement after:  IQ  OQ
 PQ
	N/A (Initials)
	Date Performed
	
Initials

	Establish or revise CT laboratory SOPs and forms for use and QC/PM schedules.
	
	
	

	Contact CE personnel to update their inventory with the appropriate maintenance information.
	
	
	

	Conduct staff education and training.
	
	
	

	Remove the sign that states “Do Not Use. Qualifica- tion in Progress” from the equipment.
	
	
	

	Transfer the products or reagents into the equip- ment.
List specific instructions:
	
	
	

	Date Placed into Service:
	
	
	

	CO2 = carbon dioxide; IQ = installation qualification; LN2 = liquid nitrogen; N/A = not applicable; OQ = operational qualification; PM
= preventive maintenance; PQ = performance qualification; QA = quality assurance; QC = quality control; SOPs = standard operat- ing procedures.




 (
Equipment Number
)Appendix 12-3. New Equipment Qualification Checklist
 (
Equipment Name
)


	Items
	Date Completed

	
	Tech Initials/Date

	Initial Equipment Receipt
	

	1. Unpack equipment.
	

	2. If capital equipment, request an asset tag.
	

	3. Verify that all parts, manuals, and shipping logs have been received.
	

	4. Send warranty information back to company.
	

	5. Submit documentation to Document Control.
	

	Installation
	

	1. Attach the equipment identification number and the sign reading “Do Not Use. Qualification in Progress.”
	

	2. Notify facilities for the initial setup, placement, and gas and electrical hookups.
	

	3. Ensure that the equipment functions within the manufacturer’s guidelines (eg, assembly, electrical checks, initial setup, alarms verification, and calibration).
	

	4. Request an equipment connection to the continuous monitoring/alarm system, if applicable.
	

	5. Record the installation date in the equipment logbook.
	

	6. Submit all documentation to the Quality Assurance (QA) department and to the manager, supervisor, or designee for review.
	

	Standard Operating Procedure (SOP) and Database
	

	1. Resolve all material safety data sheet (MSDS), hazard, and safety issues.
	

	2. Review regulations and standards for applicable regulations.
	

	3. Initiate or revise the equipment SOP.
	

	4. Create an equipment activity summary or QC log sheets.
	

	5. Request that document control personnel update the equipment database.
	

	6. Ensure that QA personnel and the manager, supervisor, or designee review updated equip- ment database before implementation.
	

	Equipment Use
	

	1. Personnel training completed and documented.
	

	2. Ensure that manager, supervisor, or designee approve equipment for use.
	

	3. Remove the “Do Not Use. Qualification in Progress” sign and give it to the document control personnel, who update the database with the current “in use” status.
	

	Manager or Supervisor Review (signature and date):

	QA Personnel Review (signature and date):
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 (
Equipment Number
)Appendix 12-4. Equipment Activity Log

 (
Equipment Name
)
If a piece of equipment is not used for a time, record the specific dates that it was not used and the reason in the Com- ments field.

	

Dates
	

Activity Performed
	

Comments
	

Initials
	Review (Initials/ Date)

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	




 (
Equipment Number
)Appendix 12-5. Equipment Requalification Checklist
 (
Equipment Name
)


	Items
	Date Completed

	
	Tech Initials/ Date

	Equipment Receipt from Service Provider
	

	1. Ensure that equipment is labeled with the calibration or preventive maintenance (PM) date, service provider, next due date or expiration date, and equipment number.
	

	2. Submit all repair and service reports, the calibration certification, and other documentation to the manager, supervisor, or designee for review before the service provider leaves the prem- ises.
	

	Documentation
	

	1. Obtain the master equipment file (MEF) and logbook from document control personnel.
	

	2. Record maintenance, repair, calibration, and/or requalification activities on the equipment activity log.
	

	3. Submit the MEF, if necessary, and logbook to the manager, supervisor, or designee for review.
	

	4. Receive notification from the manager, supervisor, or designee that the equipment is approved for use, and submit all documentation to quality assurance (QA) personnel for review.
	

	5. Perform any startup procedures appropriate to the equipment.
	

	6. Clean equipment according to the applicable standard operating procedure (SOP) before use.
	

	7. Remove the “not in service” or “not in use” sign and give it to document control personnel, who update the database with the current “in use” status.
	

	Manager or Supervisor Review (signature and date):

	QA Personnel Review (signature and date):
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 (
Equipment Number
)Appendix 12-6. Equipment Cleaning Log
 (
Equipment Name
)

Document the cleaning activity performed according to the cleaning SOP.



	

Date
	Cleaning Solution and/or Disinfectant Used if Applicable
	Cleaning and Disinfection Performed By Initials/Date
	
Inspection of Cleanliness Performed By/Date

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Manager or Supervisor Review (signature and date):

	QA Personnel Review (signature and date):

	QA = quality assurance; SOP = standard operating procedure.
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Part Number:           	                                                                Lot Number	  	                                                           Expiration Date:        	                                                         Unit of Measure:      	 Received By:	 	 Verified By:	 	







Description	 Supplier		 Amount Received   	 

Date:	 Date:      	



	
Date
	
Qty (-) Issued
	
Destination / Job Number
	Available Balance
	
Initials

	
	
	New Lot
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	




QA reviewed by:	 	


Qty = quantity.
