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1.0 Purpose

The objective of this protocol is to verify that the Raw Materials Sampling Tent consisting of the components described in Section 3.0, operate in accordance to manufacturers’ specifications, and in accordance with Current Good Manufacturing Practices (cGMP’s).

· (1) – 99”W x 99”D x 110”H Softwall clean room (Model ______ Serial______)

· (2) – 23-5/8”W x 47-5/8”D x 13-1/2”H Motorized HEPA filter modules (Model ______ Serial ______)

2.0 Scope

This Operational Qualification Protocol pertains to the verification of the operation of the equipment described in Section 3.0 of this protocol, and installed in the XYZ COMPANY, ROCKVILLE, MD.  This protocol is specific to the Raw Materials Sampling Tent, and related instrumentation and equipment, and does not address facility, or facility related equipment and systems.
3.0 Equipment Description

A Raw Materials Sampling Tent is provided to create a contaminant-free environment of Class 10,000 for sampling of incoming materials.  The tent is 8’W x 8’L x 8’H.  The tent is provided with two 99.99% rated HEPA filters to provide the desired air flow conditions.  The tent is erected on an 11-gauge tubular steel frame with white baked-enamel finish.  It has 20-mil thick clear vinyl walls that overlap each other by 6” for entry and exit.  Two 120-VAC recessed light fixtures with four F40T12 fluorescent light bulbs are provided.  There is a 12” clearance between the bottom of the vinyl walls and the floor.
4.0 Responsibilities

4.1 Qualification Process Solutions, LLC (QPS)
4.1.1 It is the responsibility of QPS to write and execute this Operational Qualification protocol.

4.1.2 It is the responsibility of QPS to write a final report that includes a summary of work performed, any exceptions noted during the execution of the protocol, and conclusions derived from the data gathered.
4.2 XYZ COMPANY
4.2.1 Following the execution, XYZ’s Quality Assurance Department will review each attachment page to verify that the data have been completely and accurately recorded.

4.2.2 XYZ’s Engineering Department is responsible to provide all necessary documentation, including Site Acceptance Tests, if applicable, for the generation, execution, and completion of protocols, and completion of final reports.

4.2.3 XYZ is responsible for the review and approval of this protocol and related documentation to assure compliance with XYZ’s standard operating procedures designed to support the FACILITY, and to verify that the relevant XYZ standards for the FACILITY are met.
4.2.4 XYZ Engineering is responsible for the review and approval of this protocol and related documentation and to assure that installation and operation are as specified. 
4.2.5 XYZ Quality Assurance is responsible for the review and approval of this protocol and the final summary report.  
5.0 Reference Documents

5.1 XYZ SOP No.: Document Control

5.2 XYZ SOP No.: Standard Operating Procedures

5.3 XYZ SOP No.: Standard Operating Procedure Revision Request

5.4 XYZ SOP No.: Deviation Control

5.5 Operations Manual

5.6 Purchase Order Specifications 

5.7 Draft Operational SOPs

5.8 Draft Cleaning SOPs

5.9 Draft Maintenance SOPs

6.0 Definitions
6.1 Critical Instrumentation – Critical instruments are defined as those whose performance will affect the operation of the system and/or the quality attributes of the processed materials.  Critical instruments are calibrated and certified using standards that are traceable to NIST (National Institutes of Standards and Testing).

6.2 Non-Critical Instrumentation – Instrumentation provided for indication or convenience purposes only.

6.3 Deviation – Any event (planned or unplanned) that has the potential to adversely impact product quality.  Deviations may or may not have the potential to impact operations and operational costs.
6.4 Variance – Any event (planned or unplanned) that has the potential to impact operations and operations costs and no impact on product quality.
6.5 Corrective Action – A Corrective Action Request (CAR) shall be submitted in the event of non-conformity.  Non-conformity is considered a failure in XYZ’s quality system.
7.0 Materials and Equipment

List all specific materials and equipment needed for protocol execution.

8.0 Test Function Number One:  OQ Signature Verification List (Attachment #1)

8.1 Objective

To identify and document all personnel involved in executing this protocol.

8.2 Frequency 
This test will be performed upon the completion of this qualification protocol.  There is no requirement for repeat testing unless the equipment is modified.  

8.3 Procedure 

Verify that each person who executes this protocol signs Attachment #1.  Each person must be identified by name, title, company, signature, initials and date on the attached form.
8.4 Acceptance Criteria
Signatures from all personnel involved in execution of this protocol shall be present.

9.0 Test Function Number Two:  Procedure List (Attachment #2)

9.1 Objective
To verify the operating Standard Operating Procedures (SOP’s) provide adequate direction and control over the operation of the equipment. 
9.2 Frequency
This test will be performed upon the completion of this qualification protocol.  There is no requirement for repeat testing unless the equipment is modified.  
9.3 Procedure
9.3.1 Verify that the operational SOP provides personnel adequate direction and control over the operation of the equipment.  (The SOP’s used for execution may be in draft form.)

9.3.2 Complete the applicable attachment with a list of all applicable SOP’s. 

9.3.3 Redline the SOP’s with an operator and validation personnel. Attach the redline copy to this qualification protocol.  

9.4 Acceptance Criteria
All associated SOP’s for operation and execution shall be reviewed and documented.

10.0 Test Function Number Three:  Training Verification (Attachment #3)

10.1 Objective
To document applicable personnel have received the required training for operation of the equipment.
10.2 Frequency
This test will be performed upon the completion of this qualification protocol.  There is no requirement for repeat testing unless the equipment is modified.  
10.3 Procedure
10.3.1 Document all personnel executing this protocol that have been trained on the approved/draft SOP for the equipment.
10.3.2 List all SOP’s used during the execution of this protocol

10.3.3 Complete required training forms in XYZ Training Program.

10.4 Acceptance Criteria

Training shall be performed on all SOP’s used during the execution of this qualification protocol.

11.0 Test Function Number Four:  Operator Controls and Indicators (Attachment #4)

11.1 Objective 

To verify the controls and indicators operate as specified by manufacturer recommendations.

11.2 Frequency
This test will be performed upon the completion of this qualification protocol.  There is no requirement for repeat testing unless the equipment is modified.  

11.3 Procedure
11.3.1 Manually operate the control switches listed in the applicable attachment.

11.3.2 Visually verify and document the actual responses.

11.3.3 Document any discrepancies in Attachment #10, Deviation Reporting Log.  If any variances/deviations are present, complete the appropriate deviation/variance form as per XYZ SOP No.: _____.
11.4 Acceptance Criteria
All operator controls and indicators tested shall conform to the expected response. 

12.0 Test Function Number Five:  Functional Verification (Attachment #6)

12.1 Objective 

To verify and document the operation and functionality of the equipment.

12.2 Frequency
This test will be performed upon the completion of this qualification protocol.  There is no requirement for repeat testing unless the equipment is modified.  

12.3 Procedure
12.3.1 Follow the procedures in the applicable attachments.  

12.3.2 Visually verify and document the actual responses as pass or fail against the expected results.

12.3.3 Document all parameters used during execution in Attachment #7 
12.3.4 Document any discrepancies in Attachment #10, Deviation Reporting Log.  If any variances/deviations are present, complete the appropriate deviation/variance form as per XYZ SOP No.: _____.
12.4 Acceptance Criteria
All functional requirements must conform to the expected responses.
13.0 Deviation Reporting Log (Attachment #10)

13.1 Objective  

To document any deviation to the stated test procedure or acceptance criteria, and to evaluate the deviation relative to acceptability of the qualification study.

13.2 Frequency
All deviations will be addressed per this section, prior to final approval of the qualification protocol.

13.3 Procedure 

13.3.1 Document all deviations found during execution.

13.3.2 Complete the Deviation/Variance Form as per XYZ SOP No.: _____, immediately upon any observed deviations. 

13.3.3 Route the deviation form for review and approval from Quality Assurance (QA), prior to final approval of this protocol. 

13.3.4 If required by QA, obtain and complete a Corrective Action Request (CAR) Form per Corrective Action System. 

13.4 Acceptance Criteria  

13.4.1 All deviations shall be property documented on the Deviation/Variance Form. 

13.4.2 All deviation reports and corrective action forms, if necessary, shall be approved prior to final approval of this qualification protocol.

14.0 Operational Qualification Protocol Review (Attachment #11)

14.1 Objective 

To document that this protocol has been reviewed for completeness as per XYZ COMPANY requirements.

14.2 Frequency
This test will be performed upon execution completion of this operational qualification protocol.  There is no requirement for repeat testing unless the equipment is modified.

14.3 Procedure
Complete attachment with name, title, signature and date. 

15.0 Summary Report Requirements 

15.1 Objective 

To provide an overview of the test results during the execution of this operational qualification.

15.2 Frequency
This summary report will be generated on the completion of the operational qualification. 

15.3 Procedure
15.3.1 Generate a final summary on completion of this protocol execution. 

15.3.1.1 Compile a summary of the results obtained.

15.3.1.2 Generate a conclusion, based on these results, of the acceptability of the qualification results.  

15.3.1.3 Include a statement of conformance to the specified acceptance criteria, evaluated in conjunction with the approved deviations and corrective actions taken.

15.3.1.4 Determination of acceptability of the protocol, as executed.

15.3.2 Attach the completed, executed and approved protocol to the final report.

15.3.3 Attached copies of all completed, approved Deviation Report and Corrective Action Forms, where necessary.

16.0 Attachment List
8Attachment #1 OQ Signature Verification List


9Attachment #2 Procedure List


10Attachment #3 Training Verification


11Attachment #4 Operator Controls and Indicators


12Attachment #6 Functional Verification


13Attachment #6 Functional Verification


14Attachment #10 Deviation Reporting Log


15Attachment #11 Operational Qualification Protocol Review




Attachment #1 OQ Signature Verification List
This section identifies the personnel conducting the Operational Qualification.  Each person who will be executing this protocol shall complete an entry on the page.

	Print Name
	Title
	Department/

Company Name
	Signature
	Initials
	Date 

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Comments: ________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

Acceptance Criteria:  Signatures from all personnel involved in execution of this protocol shall be present.

Meets Acceptance Criteria?  (   ) Yes    (   ) No      

Reviewed by:  __________________________________

Date:  __________
Attachment #2 Procedure List
List the Standard Operating Procedures (SOP) that are required for execution of this protocol.
	SOP Number
	SOP Revision #
	Procedure Title
	Effective Date
	Initials/Date

	
	
	Cleaning of the Raw Materials Sampling Tent
	
	

	
	
	Operation of the Raw Materials Sampling Tent
	
	

	
	
	Maintenance of the Raw Materials Sampling Tent
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Comments: ________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________
Acceptance Criteria:  A list of written procedures that are used to operate the equipment is provided above.  If procedures are in draft form, attach a copy to the executed protocol.

Meets Acceptance Criteria?  (   ) Yes    (   ) No      
Reviewed by:  __________________________________

Date:  __________
 Attachment #3 Training Verification
List the Standard Operating Procedures (SOP) used to train personnel for operating the equipment.  

	SOP #
	Procedure Title
	Training Documented

 (Y/N)
	Initials/Date 

	
	Cleaning of the Raw Materials Sampling Tent
	Yes/No
	

	
	Operation of the Raw Materials Sampling Tent
	Yes/No
	

	
	Maintenance of the Raw Materials Sampling Tent
	Yes/No
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Comments: ________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________
Acceptance Criteria:  A list of written procedures that are used to train personnel to operate the equipment is provided above.  

Meets Acceptance Criteria?  (   ) Yes    (   ) No      

Reviewed by:  __________________________________

Date:  __________
 Attachment #4 Operator Controls and Indicators
Press the control keys to verify that the equipment/system operations function as indicated.  Note: document any failing results.

	Control
	Function
	Expected Results
	Pass/Fail
	Initials/Date 

	Main Power ON
	Move switch to ON position
	Lights come on fans start
	Pass/Fail
	

	Main Power OFF
	Move switch to OFF position
	Lights turn off fans stop
	Pass/Fail
	

	HEPA #1 - Speed Pot (LOW)
	Move Pot to LOW
	Fan rotates slowly or not at all
	Pass/Fail
	

	HEPA #1 - Speed Pot (HIGH)
	Move Pot to HIGH
	Fan rotates at a faster speed
	Pass/Fail
	

	HEPA #2 - Speed Pot (LOW)
	Move Pot to LOW
	Fan rotates slowly or not at all
	Pass/Fail
	

	HEPA #2 - Speed Pot (HIGH)
	Move Pot to HIGH
	Fan rotates at a faster speed
	Pass/Fail
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Comments: ________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________
Acceptance Criteria:  The actual results are the same as the expected results or explained.

Meets Acceptance Criteria?  (   ) Yes    (   ) No      

Reviewed by:  __________________________________

Date:  __________
 Attachment #6 Functional Verification
Verify that the equipment/system operations function as indicated.

	Procedure
	Expected Results
	Pass/Fail
	Initials/Date

	Face Velocity Test:

HEPA #1 - Turn on main power, turn on control box power, set speed to deliver 72-108 fpm.  Measure airflow using calibrated device. 
	Equipment powers up, fans start, HEPA delivers 72-108 fpm.
Speed setting: __________

Airflow: ____________
	Pass/Fail
	

	Face Velocity Test:

HEPA #2 - Turn on main power, turn on control box power, set speed to deliver 72-108 fpm.  Measure airflow using calibrated device.  
	Equipment powers up, fans start, HEPA delivers 72-108 fpm.

Speed setting: __________

Airflow: ____________
	Pass/Fail
	

	Static Particulate Test:

Measure room particulates at the work surface using a calibrated meter.  Measure in grid within tent work area (minimum 8 sample points).  
	Particulate count less than 10,000 - 0.5 micron particles.

0.5 Micron Average Count: ________________

Particulate count less than 56 - 5 micron particles.

5 Micron Average Count:

________________
	Pass/Fail
	

	Pressurization:

Measure the differential pressure from the inside of the tent to the outside using a calibrated meter.
	Differential pressure is positive from inside of tent to outside.
Average Pressure: _______
	Pass/Fail
	


Comments: ________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

Acceptance Criteria:  The actual results are the same as the expected results or explained.

Meets Acceptance Criteria?  (   ) Yes    (   ) No      

Reviewed by:  __________________________________

Date:  __________
Attachment #6 Functional Verification
Verify that the equipment/system operations function as indicated.

	Procedure
	Expected Results
	Pass/Fail
	Initials/Date

	Dynamic Particulate Test:

Setup tent for raw material sampling process.  Setup particle counter, start counter.  Following operations SOP simulate sampling process.  
	Particulate count less than 100,000 - 0.5 micron particles.

0.5 Micron Average Count: ________________

Particulate count less than 566 - 5 micron particles.

5 Micron Average Count:

________________
	Pass/Fail
	

	Room Change Rate:

Calculate tent room change rates.  (512 cu.ft. room volume; design airflow 700 cfm per filter)
	Verify 60 changes per hour.

Calculated Changes: ______
	Pass/Fail
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Comments: ________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

Acceptance Criteria:  The actual results are the same as the expected results or explained.

Meets Acceptance Criteria?  (   ) Yes    (   ) No      

Reviewed by:  __________________________________

Date:  __________
Attachment #10 Deviation Reporting Log

Document all deviations found during execution.  Note:  Make additional copies of this attachment as necessary.

	DEVIATION LOG

	Deviation Number
	Description
	Resolved (Y/N)
	Initials & Date

	
	
	Yes/No
	

	
	
	Yes/No
	

	
	
	Yes/No
	

	
	
	Yes/No
	

	
	
	Yes/No
	

	
	
	Yes/No
	

	
	
	Yes/No
	

	
	
	Yes/No
	

	
	
	Yes/No
	

	
	
	Yes/No
	


Comments: _______________________________________________________________________

_________________________________________________________________________________

_________________________________________________________________________________

_________________________________________________________________________________
Acceptance Criteria:  A list of deviations resulting from the execution of this protocol shall be recorded.
Meets Acceptance Criteria?  (   ) Yes    (   ) No      

Reviewed by:  __________________________________

Date:  __________
Attachment #11 Operational Qualification Protocol Review
XYZ COMPANY’S signature below verifies this Operational Qualification protocol has been reviewed by validation personnel, for completeness and for accuracy of calculations per XYZ COMPANY requirements.  A separate final report will be written and attached to this protocol.  The final report will discuss any deviations, conclusions, and/or recommendations resulting from the execution of the protocol.

Name (print):_____________________________________

Title: ____________________________________________

Signature: ________________________________________
Date: _____________________

