Pouch sealing and seal inspection, sterile barrier packaging
EXAMPLE for a fictional company. Every spec value is an example value, not a recommendation. Replace it with the value from your drawing, specification or qualified procedure.
From coplain.com/industries/medical-device-contract-manufacturing: how to adapt it and common mistakes are on that page.
Document control
	Document
	WI-PK-014, Example

	Revision
	E, implements owner specification PS-208 Rev C

	Scope
	Sealing pre-made pouches on sealer SL-02 in the controlled packaging area

	Validated parameters
	Temperature, dwell time and pressure per validation report PV-SL02-03

	Approved by
	Quality engineer, production manager; owner approval on file


Tools, materials and PPE
1. Pouch sealer SL-02 with current calibration label
1. Lot traveler and device history record sheet
1. Seal inspection light box
1. Gloves and garments per the area gowning instruction
Steps
	No.
	Step
	Key point
	Reason

	1
	Check the sealer settings. Compare the displayed temperature, dwell and pressure with the validated values in the header and record them on the DHR sheet.
	If any value is outside its validated range, do not seal; call the quality engineer.
	Seals made outside the validated window are not covered by the validation.

	2
	Run the start-up seal. Seal one empty pouch and inspect the seal on the light box.
	Continuous seal width, no channels, wrinkles or burns.
SAFETY: The sealing jaws are hot; keep fingers clear of the jaw area.
	Confirms the sealer is working before product is packed.

	3
	Seal product pouches. Place the device in the pouch with the label side up and seal within the marked zone.
	Product must not sit in the seal area.
	Product in the seal can create a channel that breaks the sterile barrier.

	4
	Inspect every seal. Inspect each seal on the light box and set aside any pouch with a defect.
	Rejected pouches go to the red bin with a reject tag, never back into the line.
	Keeps nonconforming product identified and segregated.

	5
	Complete the DHR. Record lot number, quantity sealed, quantity rejected and your initials on the DHR sheet.
	Write entries at the time of work, in ink.
	The device history record proves how this lot was made.


Acceptance criteria
1. Settings recorded and within validated ranges
1. Every seal continuous with no channels, wrinkles or burns
1. DHR complete with lot, quantities and initials
Sign-off
	Prepared by
	
	Date
	

	Approved by
	
	Date
	

	Trained / signed by operator
	
	Date
	


