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          	2019  Current Good Manufacturing Practices for Food Title 21 Code of Federal Regulations (CFR) Part 117, Subpart B  Presented By: California Department of Public Health  Food and Drug Branch Phone – (916) 650-6500 Email – FDBTraining@cdph.ca.gov Part 117 – What applies to me? Part 117 – What applies to me? • Sales <$1,000,000 – Subpart A – General Provisions – Subpart B – Current Good Manufacturing Practice – Subpart D – Modified Requirements – Subpart F – Records • Sales ≥$1,000,000 – All of the above (except D) – Subpart C – Hazard Analysis & Risk-Based Preventive Controls – Subpart G – Supply-Chain Program 1 

	2019 Presentation Goals Key Terms Four Major Components Questions Must* – mandatory. Key  Replaced “shall,” Terms which was defined Should – and Adequate – what is  needed to all advisory  accomplish the intended  language  purpose in keeping with good removed  public health practice Suitable* – adapted to a use or purpose; proper; able; qualified  * Dictionary  Definitions Preventing Contamination Food  Food Contact  Food Packaging Surfaces Materials 2 

	2019  Buildings, fixtures, and physical facilities must be maintained in a sanitary condition  and in repair adequate to prevent  contamination 21 CFR §117.35(a) 3 

	2019 Grounds The grounds under control of the operator  must be maintained in a manner to protect  against the contamination of food. 21 CFR §117.20(a)(1-4) Storing equipment Litter and waste Weeds and grass Roads and yards Drainage Waste systems Grounds The grounds not under control of the  operator and not adequately maintained:  care shall be exercised to prevent food contamination through: §117.20(a)(5)  Inspection Extermination Other means 4 

	2019 Facilities Buildings and structures must be of suitable  size, construction, and design to facilitate  maintenance and sanitary operations §117.20(b)(1), (2) • Space for equipment and storage • Food safety + allergen controls • Operating practices • Effective design • Other effective means 5 

	2019  What do you see? Bad News - pest droppings Good News - visual inspection  Capable  Conduct  Correct 6 

	2019 Your facility design  must allow for  product protection via either: Partition Space Time Facilities Plant buildings and structures must be  suitable in size, construction and design to facilitate maintenance and sanitary  operations.  §117.20(b)(5) • Adequate lighting • Safety fixtures 7 

	2019 Facilities Buildings and structures must be of suitable  size, construction, and design to facilitate maintenance and sanitary operations §117.20(b)(3) Outdoor Bulk Vessels Construction - adequately cleaned - adequate space  - good repair §117.35(a) Facilities  Buildings and structures must be of  suitable size construction and design to facilitate maintenance and sanitary  operations §117.20(b)(4) Construction - drip and condensate 8 

	2019 Facilities Buildings and structures must be  suitable in size, construction and  design to facilitate maintenance and sanitary operations. §117.20(b)(6) • Adequate ventilation  Sanitary Facilities §117.37(b), (c), (f) Each plant must be equipped with adequate sanitary facilities: - Plumbing - Properly sized - Avoid being a source of contamination - Floor drainage - No back flow or cross connections - Sewage disposal - Rubbish and offal disposal 9 

	2019 Water Supply §117.37(a) • Adequate Source • Safe and Sanitary Quality • Suitable Temperature • Appropriate Pressure §117.80(b)(1) • Water used for washing, rinsing, or conveying food must be of safe and sanitary quality • Water, if reused cannot increase the level of contamination in food 10 

	2019 11 

	2019 Sanitary Facilities §117.37(d) Toilet Facilities - Adequate, readily accessible - Must be kept clean - Must not be a potential source of contamination 12 

	2019  Sanitary Facilities §117.37(e) Handwashing Facilities  To ensure hands are not a source of contamination • Adequate (soap, towels) • Convenient • Running water at suitable temperature 13 

	2019  Facilities and Grounds Sanitary Facilities (110.37 e)  Handwashing Facilities  - Cleaning and Sanitizing  Agents  - Sanitary Towel or hand  drying devices  - Signs  - Refuse containers  Pest Control §117.20(b)(7)  Provide adequate screening or other protection against pests. 14 

	2019  Pest Control §117.35(c) • No pests allowed in plant • Take effective measures to exclude from processing areas • Pesticide use permitted only under precautions + restrictions 15 

	2019  Why are good  personnel  practices  necessary?  Personnel §117.10(a)  Management must take reasonable measures to ensure:  Disease control - Medical Exam - Observation - Exclusion - Reporting 16 

	2019 Personnel §117.10(b)  Management must take reasonable measures to ensure: Cleanliness through hygienic practices •Outer garments •Personal cleanliness •Washing hands thoroughly Personnel §117.10(b)  Management must take reasonable measures to ensure: Cleanliness through hygienic practices •Jewelry •Clothing storage areas  •Confine eating, drinking, •Gloves smoking •Hair restraints •Allergen cross-contact •Foreign substances 17 

	2019 18 

	2019 Personnel  Management must take reasonable measures to ensure:  Education and Training §117.4(b) and (d), and 117.9  Proper Supervision §117.4(b) and (c) I’m the  boss here! 19 

	2019 Equipment  Must be designed and of such material, and workmanship to be adequately cleanable and maintained. §117.40 • Avoid adulteration with: - lubricants - fuel - metal fragments - contaminated water • Facilitate cleaning and maintenance 20 

	2019  Equipment §117.40(a), (b) • Designed to withstand food, cleaning and sanitizing • Smoothly bonded seams • Taken apart for thorough  cleaning §117.80(c)(1) Equipment §117.40(a)  Must be: • Installed and maintained to facilitate cleaning • Corrosion resistant • Non-toxic 21 

	2019 Equipment Non-food contact surfaces • Constructed to be kept clean §117.40(c) • Cleaned as necessary to protect  against allergen cross-contact and  contamination §117.35(e) 22 

	2019 Equipment §117.40(e) Accurate temperature  measuring or recording devices required for freezers and cold storage units 23 

	2019 Equipment §117.40(f) and (g) Instruments and controls for  measuring conditions that prevent the growth of microorganisms must be: - accurate and precise - maintained  - adequate in number Compressed air must not be a source of contamination  Sanitary Operations §117.35(a)  Cleaning and sanitizing of utensils and equipment must be  conducted in a manner that  protects against allergen cross- contact and contamination 24 

	2019 Sanitary Operations §117.35(b)(1) Cleaning and sanitizing agents must be: - Free from microorganisms - Safe - Adequate Must be Verified by either: • Letter of Guarantee, • Certification, or, • Examination 25 

	2019 Sanitary Operations §117.35(b) Use or store toxic agents only for: - Cleaning and sanitizing - Laboratory - Maintenance and operations  Sanitary Controls §117.35(b)(2) Toxic Agents must be: • Identified: Labels! • Held and stored to protect against contamination 26 

	2019 Sanitation of Food Contact Surfaces §117.35(d)  Must be cleaned as frequently as necessary to protect from allergen  cross-contact and contamination. • Wet Sanitation • Dry Sanitation 27 

	2019 Sanitation of Food Contact Surfaces §117.35  Single service articles §117.35(d)  Sanitizing agents §117.35(e)  Portable equipment §117.35(f)  Processes and Controls §117.80 All operations must be conducted in  accordance with adequate sanitation principles Appropriate quality control operations must be employed Adequate precautions must be taken to  protect from allergen cross-contact and contamination 28 

	2019  Processes and Controls §117.80(b)(2) Ingredients must not contain levels of microorganisms that may be  injurious to health, or Ingredients must be pasteurized or otherwise treated. Receiving Holding Manufacturing Packaging/Labeling Storage Distribution Raw Materials Manufacturing Operations 29 

	2019  Raw Materials §117.80(b)(1) Must be: Inspected, segregated or handled as necessary, to determine they are clean and suitable Stored while protecting from allergen  cross-contact and contamination, and minimizing deterioration Washed and cleaned, as necessary, to remove contaminants Acceptable food storage practice?  Raw Materials §117.80(b)(1) Raw Materials and Ingredients must be inspected to ensure they are  clean and suitable, and stored in a way to prevent allergen cross- contact, contamination, and deterioration. 30 

	2019  Raw Materials §117.80(b)(3) Susceptible to aflatoxin or other natural toxins must comply with  FDA regulations, guidelines, and action levels. Aflatoxin Aldrin & Dieldrin Benzene Hexachloride Cadmium Chlordane  Action Chlordecone (Kepone) Dicofol (Kelthane)  Levels for DDT, DDE, TDE  Poisonous Dimethylnitrosamine (Nitrosodimethylamine) Ethylene Dibromide (EDB)  or Heptachlor & Heptachlor Epoxide Lead  Deleterious Lindane Substances Mercury Methyl Alcohol Mirex N-Nitrosamines Paralytic Shellfish Toxin Polychlorinated Biphenyls (PCBs) 31 

	2019  Raw Materials §117.80(b)(4), §117.110 Susceptible to pests or other  undesirable microorganisms or  extraneous materials shall comply with FDA defect action levels. Defect Action Levels Handbook  Cocoa Beans 32 
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            11/10/16  A GP and Parent Perspective on  Th  The  e prob  oblem  em  Paediatric Allergy  Allergic disorders are becoming increasingly common in the UK, with serious and life threatening allergies on the increase ( Burton 2009 ).  Allergies
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            771 views • 48 slides

          

        

      

    

  



  
    
      
        
                     
                  

        
          
            Corporate Presentation  April 2016  Forward-Looking Statements  This presentation contains

            Corporate Presentation  April 2016  Forward-Looking Statements  This presentation contains forward-looking statements as defined in the Private Securities Litigation  Reform Act of 1995 regarding, among other things, clinical development

            472 views • 35 slides

          

        

      

    

  



  
    
      
        
                     
                  

        
          
            Food Allergies: Going Nuts Over Nuts?  An update on Infant Feeding Guidelines,  Food Allergies, and

            Food Allergies: Going Nuts Over Nuts?  An update on Infant Feeding Guidelines,  Food Allergies, and Eczema  Elena E. Perez, MD/PhD  PBPS Meeting  August 2018  CME Objectives  Comprehend the latest landmark studies on  peanut allergy and the

            678 views • 65 slides

          

        

      

    

  



  
    
      
        
                     
                  

        
          
            Introduction:  Regulation of Allergen Products  and the German  Regulation for Therapy Allergens

            Introduction:  Regulation of Allergen Products  and the German  Regulation for Therapy Allergens  Stefan Vieths  Paul-Ehrlich-Institut,  Division of Allergology  .  Regulatory Background    Allergens subjected to European pharmaceutical

            347 views • 18 slides

          

        

      

    

  



  
    
      
        
                     
                  

        
          
            Meet the Brown Team Ahmad Rana Michael Chang Ahmad Ran-a-Gel MC Mastermix Stephanie Cheung

            Meet the Brown Team Ahmad Rana Michael Chang Ahmad Ran-a-Gel MC Mastermix Stephanie Cheung Stephylococcus William Allen Ashley Kim Will Allenquot Ashley Kimwipe Minoo Ramanathan Brown iGEM Indu Voruganti Minoo-Prep The Inducer Elias Scheer Flora Ko

            599 views • 35 slides

          

        

      

    

  



  
    
      
        
                     
                  

        
          
            Proof-of-Concept Phase-2a Clinical Trial of  ANB020 (Anti-IL-33 Antibody) in the Treatment  of

            Proof-of-Concept Phase-2a Clinical Trial of  ANB020 (Anti-IL-33 Antibody) in the Treatment  of Moderate-to-Severe Adult Atopic Dermatitis  Professor Graham Ogg  University of Oxford  United Kingdom  American Academy of Dermatology Annual Meeting

            516 views • 10 slides

          

        

      

    

  



  
    
      
        
                     
                  

        
          
            Food Intolerance, Allergy and  Sensitivity: Rationale, Investigations  and Treatment  Dr Jean A

            Food Intolerance, Allergy and  Sensitivity: Rationale, Investigations  and Treatment  Dr Jean A Monro  MB BS, MRCS, LRCP, FAAEM, DipIBEM  Breakspear Medical, Hertfordshire House, Wood Lane,  Hemel Hempstead, Hertfordshire, HP2 4FD, UK  Lifting

            1.37k views • 104 slides

          

        

      

    

  



  
    
      
        
                     
                  

        
          
            1  SKIN PATCH TESTING  For Contact Dermatitis &amp; Contact Intolerances. Thus almost entirely in

            In the beginning there was  Advantages  Advantages  Direct contact with the patient  Cheap, Quick, Same Day Results  +/- 60 Single &amp; Mixed Allergens available  Inhalants generally of good quality  Disadvantages  Disadvantages  Quality of

            940 views • 44 slides

          

        

      

    

  



  
    
      
        
                     
                  

        
          
            Jonas Binnmyr  Astma- och Allergifrbundet arbetar  fr att mjliggra ett friskare och

            Jonas Binnmyr  Astma- och Allergifrbundet arbetar  fr att mjliggra ett friskare och  tryggare liv fr alla med astma,  allergi eller annan verknslighet  genom att sprida information,  bedriva opinionsbildning och stdja  forskning.

            1.08k views • 28 slides

          

        

      

    

  



  
    
      
        
                     
                  

        
          
            ATOPIC ECZEMA AND ALLERGY  Dr. Archna Mathur  GP with special interest in Paediatric Allergy

            ATOPIC ECZEMA AND ALLERGY  Dr. Archna Mathur  GP with special interest in Paediatric Allergy  ORIGIN  Mid 18 th century  The word eczema comes from the Greek word ekzein meaning &quot;to boil out, break out  The Greek word ek means

            542 views • 23 slides

          

        

      

    

  



  
    
      
        
                     
                  

        
          
            FOOD ALLERGEN  MANAGEMENT  TOOLKIT  Canadian Spice Association AGM  May 6, 2016  Presented by

            FOOD ALLERGEN  MANAGEMENT  TOOLKIT  Canadian Spice Association AGM  May 6, 2016  Presented by  Tiina Henkusens     Anthony Gene     Andrew Sweet  Agenda  Allergen Labelling &amp; Allergen Management Resources  Allergen Control Program

            608 views • 37 slides

          

        

      

    

  



  
    
      
        
                     
                  

        
          
            In Vitro Lecture and Luncheon  Sponsored  ed by the C  e Colgate P  e Palmolive C  e Company  More

            In Vitro Lecture and Luncheon  Sponsored  ed by the C  e Colgate P  e Palmolive C  e Company  More Than Skin Deep:  When Alternative Approaches  Outperform Animal Tests 2018 In Vitro Lecture  Nicole Kleinstreuer  Speaker  Schedule  11:30 AM12:00

            295 views • 26 slides

          

        

      

    

  



  
    
      
        
                     
                  

        
          
            How to Wean Your Baby  Outline of Session  What is Cows Milk Protein Allergy?  Symptoms

            Cows Milk Protein Allergy:  How to Wean Your Baby  Outline of Session  What is Cows Milk Protein Allergy?  Symptoms and Diagnosis  Lactose Intolerance  Treatment of Cows Milk Protein Allergy  Food Labelling  Cows Milk

            437 views • 21 slides

          

        

      

    

  



  
    
      
        
                     
                  

        
          
            PIC/S Guide to GMP PE009-13  Key Changes to Annex 2  Manufacture of Biological Medicinal

            PIC/S Guide to GMP PE009-13  Key Changes to Annex 2  Manufacture of Biological Medicinal  Substances and Products for Human Use  Francesco Cicirello  GMP Inspector  Manufacturing Quality Branch  June 2018  Key changes to Annex 2:  M ajor re-write

            458 views • 10 slides

          

        

      

    

  



  
    
      
        
                     
                  

        
          
            ASX Spotlight Asia  Rory Macleod, Managing Director  October 2013  Disclaimer This presentation

            ASX Spotlight Asia  Rory Macleod, Managing Director  October 2013  Disclaimer This presentation dated October 2013 provides additional comment on the market release of 29 th August 2013 and  the  Full Year Report. As such, it should be read in

            627 views • 26 slides

          

        

      

    

  



  
    
      
        
                     
                  

        
          
            The Food Safety Modernization Act (FSMA)  Calls for stricter FDA oversight of the way

            The Food Safety Modernization Act (FSMA)  Calls for stricter FDA oversight of the way agricultural  commodities are grown, transported, stored, processed, tested and verified as fit for their intended use.  Marks a turning point in the FDAs

            580 views • 32 slides

          

        

      

    

  



        

      

    

    
      
        
          
            Download document

            
          

                       
          
          
        

      

    

    
  
  
    More recommend

    

    
    

  
  
  

  
    
      
        About Us
        Privacy Policy
        Contact Us
      

    

    

    
                
        © 2023 SAMBUZ.COM. All rights reserved.

      

    

  

  
  




