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1. Purpose
The purpose of this procedure is to outline the process used at Applied Food Science (AFS) to package and label materials for shipment to customers.  

2. Scope

No food handling, manufacturing or primary packing operations are conducted in the AFS warehouse. This SOP covers secondary packaging and labeling of materials. 

3. Responsibilities
3.1. The VP of Operations is responsible for training warehouse personnel on this procedure and documenting packaging and labeling records.        

3.2. Warehouse employees are responsible for packaging (secondary packaging) and labeling operations as directed by VP of Operations.   
3.3. VP of Operations is responsible for verifying that product was packaged and labeled according to this SOP. 

3.4. The Quality Department, VP of Operations and COO are responsible for validating this Program as defined on Section 7. 
3.5. The onsite Food Safety Manager is responsible for conducting Pre-Operational Inspection daily or before shift.

4. Definitions 
Quality Department – Quality Manager, QC Technician

Food Safety Manager – onsite employee that holds a valid Texas Food Safety Manager Certificate. 


5. Equipment and Materials – N/A


6. Procedure

6.1. Before operations, the onsite Food Safety Manager conducts a pre-operational inspection as per FOR-02-012. If any item is found unacceptable, take corrective actions before start of operations.  

6.2. Packaging and labeling orders are determined by Operations when a purchase order is received from a customer.  

6.3. Operations determine which stock to ship to the customer as defined on SOP-02-005 Inventory Control.
6.4. VP of Operations prepares the Warehouse Form FOR-02-004, Packing List FOR-02-005 and obtains the appropriate COA from Quality.  The Warehouse Form will include all information pertinent to the order:
6.4.1. Customer and shipping address

6.4.2. Product ID, quantity and lot to pack and AFS lot # assigned

6.4.3. Instructions on packaging, labeling and shipping

6.5. All materials are packaged or labeled according to specifications. 

6.6. Lots are packaged or labeled one lot at a time. 
6.7. PACKAGING

6.7.1. As directed by Operations and FOR-02-004, ready the area to perform packaging.

6.7.2. Obtain enough outer containers and liners to complete the job.

6.7.3. All packaging components must be food grade, clean and free from damage.
6.7.4. AFS’s products are always kept sealed in their primary packaging (double polyethylene liners). No primary repacking operations are conducted in the AFS warehouse. If the external bag of the double liner is damaged, a third food grade PTFE liner will be added.  

6.7.5. The secondary packaging (food grade drum) may be replaced by another food grade drum. Transfer the content (product bags) directly from one container to the other. Do not leave any bag unidentified. Product bags may never be placed directly on the floor. 
6.7.6. Package the product one container at a time. 
6.7.7. Ensure all outer seals are in place.

6.7.8. Complete appropriate parts of Warehouse Form and proceed to labeling.

6.8. LABELING

6.8.1. Operations verify if customer has specific labeling requirements and generates the labels accordingly using the Label Template FOR-02-006. 

6.8.2. Create enough labels for the order plus one extra.

6.8.3. One container at a time, remove any outer labels or marking and place on the AFS label.  

6.8.4. Complete appropriate parts of Warehouse Form.

6.8.5. Attach a copy of the label used to the Warehouse Form and return to Operations.
6.8.6. Operations will verify correct product is in the correct package and with the correct label. Operations will provide paperwork for next order. 

6.9. HAZARDOUS MATERIALS 

6.9.1. Hazardous materials (i.e. caffeine) are packed and labeled according to the 49 CFR Part 172. Please refer to SOP-02-010.

7. VERIFICATION AND VALIDATION ACTIVITIES

7.1. When the Warehouse Form is completed, the VP Operations verifies all procedures listed on this SOP were conducted and FOR-02-004 was properly completed. The verification is recorded on FOR-02-004. 

7.2. Annually the Quality Department validates the effectiveness of these Procedures observing and interviewing warehouse employees packaging and labeling products. The Quality Department, VP Operations and COO review complaints related to packaging and labeling annually. The validation activities are recorded on FOR-01-009 Pre-requisite Program Validation Form. Improvements to the program will be documented as corrective actions and implemented.


8. References

8.1. Appropriate parts of 21 CFR Part 110 and Part 111

8.2. Warehouse Form FOR-02-004
8.3. Packing List FOR-02-005

8.4. Label Template FOR-02-006
8.5. Appropriate parts of 49 CFR Part 172

8.6. Receiving, Storing, Labeling and Shipping HazMat SOP-02-010


9. Revision History
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