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  Quality Control Process 



Receipt and Inspection of Reagents
	PURPOSE

	This procedure describes how to document receipt, inspection and acceptance of supplies, solutions and reagents when they come into OCI Medical center laboratory to the Urgent Care MOB Coagulation laboratory. Coagulation reagents are centrally ordered by OCI Medical Center Laboratory and are distributed to the Urgent Care MOB laboratory.


	SAFETY
	Laboratory employees are expected to maintain a safe working environment and an injury-free workplace. Laboratory employees are responsible for their own safety, the safety of others and adhering to all departmental and medical center safety policies and procedures. Refer to Policy and Procedures Safety Manual Infection Control SAF.01.0.60.




	SCOPE 
	This procedure is applicable to most Coagulation Reagents used in the Coagulation laboratory 



	DEFINITIONS
	RECEIPT:

· It is meant to identify the point at which the Coag Lab has control of the reagent

· May be the time the reagent physically enters the Coag Lab, or the time it is delivered to the Coag Lab but stored elsewhere.

INSPECTION:

· For some supplies this may only require an examination of the shipping box, to make certain it is the supply ordered, and that there is no evidence of being damaged (water marks or holes in the original container).

· If there is a suspicion of damage, the shipping box should be opened and the contents examined for damage.

· Some supplies may need to be inspected to make sure the temperature is appropriate (anything requiring refrigeration or frozen conditions).

· Supplies need to be inspected to ensure they are not broken or leaking.  Checking the outside of the box for evidence of leaking may do this.  Only a representative sample of bottles should be unpacked and inspected.


	TESTING 
	Incoming reagents are tested when the lab parallel tests new lot numbers or as they are needed after previously received reagents have been used up.

	QUARANTINE
	This means that the reagent is physically separate from other reagents and could not inadvertently be used while still in quarantine.
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	PROCEDURE 
	Receipt of Reagents in OCI Coagulation Department.
Step

Action

1.

At the time the supplies enter the Coag department, record their arrival on the appropriate log by listing Lot # and expiration date. 

2.

Record the supply in the reagent column

· Record the date received.  

· The person completing this form must write their initials in the CLS column.

3.

Unpack the supplies if needed.

4.

Record the lot # and expiration date of the reagents.

5.

Remove the manufacturer’s insert when applicable. Verify that it is the current insert.  A review of the “revision date” on the package insert will tell you if there are any changes.

If the insert is

Then

Unchanged

No further action is required of the insert

Changed, but change is minor

Note the change on the back of the inventory check list 

New, with a new revision date

Review the insert for changes and alert the supervisor of the impact of the testing.

 6.

Inspect the supplies  

If the supplies appear: Damaged, leaking or appear to be at a temperature that is an extreme departure from the expected shipping temperature, then 

· Alert the supervisor

· Record the problem and whether replacement supplies were requested on the following line of the log.

Visually OK

· No action is required.
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	PROCEDURE, CONTINUED 
	Ordering, receiving and inspection of MOB Coagulation reagents from OCI Medical Center 

Step

Action

1.

CLS at the Urgent Care MOB laboratory location will fill up the Stago Inventory form for the MOBs every 1st and 3rd Wednesday of each month.
2. 
The CLS must document the appropriate lot# and expiration dates of reagents and controls orders on the form

3.
The completed form will be faxed to OCI Medical Center Laboratory attention to Coagulation Dept, fax# 949-932-6324/ tie line: 8-238-6324. Ensure transmission.
4.

OCI Lab will send orders through green messenger couriers within 24 hours
5.
When received at the MOB Laboratory, unpack the supplies if needed
6. 
Verify the lot numbers and expiration date of the reagents received

Follow steps 5 and 6 above
7.

Following storage stability requirements, store in designated refrigerator/freezer/area.

How to determine if the supply needs to be tested before being made available in the inventory
Step

Action

1.

Neoplastin CI+, PTT-Automate, and CaCl 2 must be parallel tested before being put into use, along with the quality control testing (only if a new Lot #)

2.

After testing:

· Place stickers on box indicating “OK” to use.

· If a problem with the reagent occurs, perform the appropriate corrective action.
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	PROCEDURE, CONTINUED 
	How to store incoming supplies:
Step

Action

1.

Supplies awaiting testing are stored:

· Segregated from the reagents in use.

· This can be a cardboard divider or labels attached to the box or any method you choose to use.

2.

Supplies that have been tested and are OK are no longer segregated.

3.

Supplies that do not pass the testing or are not performing as expected are put into quarantine until they are either returned to the manufacturer or destroyed per direction.  
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