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關鍵詞：食品安全管理系統、國際標準組織、危害分析與重要管制點
內容摘要：（二百至三百字）

食品安全自古以來就受到人們的重視，從熟食觀念的建立到講求動植物的健康或農產品的衛生安全，都顯示食品在各個生產階段的重要性。目前危害分析與重要管制點（HACCP）系統被公認為是最具食品衛生安全的系統已行之有年，其基本原理是藉由科學及研究數據分析整個食品的生產製造過程，從進貨、加工、製造等至最終產品，並配合危害分析圖（危害嚴重程度及發生機率）找出重要管制點，最後藉由生產線上快速監測技術，將可能造成食品有安全危害的步驟作適當的監視與管制。
惟緣於貿易國際化及全球化的需要，2005年9月，國際標準組織（ISO）正式公佈ISO22000:2005食品安全管理系統標準，為全球食品供應鏈提供一套結合危害分析與重要管制點原理與ISO9000品質系統的食品產業專用之食品安全管理體系，該標準適用範圍廣泛，包括所有與食品產業鏈上有相關聯的業者，例如：提供包裝材料業者、包裝機械業者、清潔服務業者、食品添加物業者、食品運輸業者、食品販賣業者等。簡言之，ISO22000建立的目的在於融入現行如危害分析與重要管制點系統等食品安全計畫並運用一種流通性語言透過溝通，使ISO22000與其他食品安全計畫互補，建立更為完整的食品安全管理制度。
本訓練班係為ISO22000課程，透過講師授課、分組討論及案例分析，亞洲各國學員互相分享經驗並經由熱烈的討論呈現報告內容，本訓練班所得資料與經驗確有助於作為未來食品安全管理、肉品檢查相關政策策劃、推動與執行之參考。
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壹、目的

鑒於食品安全與人類健康息息相關，不論是第一世界大戰或第二次世界大戰，食品安全常被用來象徵著國力的強弱，在人類進入太空時代時，身為太空事業發展先鋒的美國更發展出HACCP（危害分析與重要管制點）系統以嚴格控制太空人所需食品的製造過程，以維護太空人健康並順利完成太空任務。

事實上，食品安全自古以來就受到人們的重視，從熟食觀念的建立到講求動植物的健康或農產品的衛生安全，都顯示食品在各個生產階段的重要性。但是社會進化的結果，來自工業化所造成的污染、多氯聯苯等有害化合物的產生、基因食品的推出、或動植物疫病等危害因素，使得消費者不得不思考如何吃得健康吃得安心。為維護消費者健康，各國政府對於食品也都訂有相關食品安全法令、基準或規範，部份食品產業亦自願性實施HACCP系統，以科學性的管理方式生產衛生安全的食品。

目前HACCP系統被公認為是最具食品衛生安全的系統已行之有年，其基本原理是藉由科學及研究數據分析整個食品的生產製造過程，從進貨、加工、製造等至最終產品，並配合危害分析圖（危害嚴重程度及發生機率）找出重要管制點，最後藉由生產線上快速監測技術，將可能造成食品有安全危害的步驟作適當的監視與管制。至關ISO22000係緣於貿易國際化及全球化的需要，基於HACCP原理與ISO9000所共同建立用於食品產業的食品安全管理體系，適用在與食品產業鏈上有相關聯的業者，例如：提供包裝材料業者、包裝機械業者、清潔服務業者、食品添加物業者、食品運輸業者、食品販賣業者等。簡言之，ISO22000建立的目的在於融入現行如HACCP系統等食品安全計畫並運用一種流通性語言透過溝通，使ISO22000與其他食品安全計畫互補，建立更為完整的食品安全管理制度。

食品業者實施安全管制系統已成時代之趨勢，我國自2003年強制水產品及水產加工品實施食品安全管制系統，亦於2007年分別預告餐盒食品工廠及肉品工廠即將實施食品安全管制系統。「ISO 22000 Food safety management systems—Requirements for any organization in the food chain」是國際標準組織（ISO）於2005年9月1日發布的第一個食品安全管理系統（Food Safety Management System, FSMS），在我國已經由經濟部標準檢驗局已將其譯為中文，並訂為「CNS 22000食品安全管理系統—食品供應鏈中組織之要求」食品安全管理系統—食品供應鏈中組織的要求」。依據財團法人全國認證基金會97年3月8日統計資料顯示，目前我國食品相關產業已有171家取得食品安全管理系統驗證，至於ISO22000驗證方面則有90家，並有逐漸普及的趨勢。未來包括飼料業、動物用藥業、畜牧業、運輸業、屠宰業等都有可能因下游食品產業的要求而開始實施ISO22000，尤其我國畜禽屠宰管理，自民國87年由行政院農業委員會植物防疫檢疫局（以下簡稱本局）接辦後，依據「畜牧法」規定已制定完成「屠宰場設置標準」、「屠宰作業準則」及「屠宰衛生檢查規則」等相關子法，前置法令已有基礎，屠宰業者只要有意願可立即實施HACCP系統，甚至ISO22000，以與下游食品產業互蒙其利，並有效提升食品安全。

適逢亞洲生產力中心於97年2月18至22日在韓國舉辦「食品安全管理系統」訓練班，確有必要進一步研習瞭解ISO22000之相關訊息，及其應用於我國食品製造業與對屠宰場管理之適用性，並可作為未來食品安全管理、肉品檢查政策之策劃、推動與執行之參考。爰由行政院農業委員會動植物防疫檢疫局肉品檢查組阮甫寬技正及行政院衛生署食品衛生處徐麗嵐技士參加本「食品安全管理系統」訓練班。

貳、行程
「食品安全管理系統」訓練班（APO Training Course on the Food Safety Management System: ISO 22000 for Food Processors）自97年2月18日至22日為期共5天，上課地點為國都大飯店會議廳，該飯店位於韓國首爾，訓練費用及課程由亞洲生產力中心及韓國生產力中心主導，主持人為亞洲生產力中心農業部計畫官員 Fiumihiro Kabuta 先生(日本籍)及韓國生產力中心國際合作部主任 Su Hwan Kang 先生，教師有Ki Sun Yoon 教授(韓國籍)、Yong Kok Seng 先生（馬來西亞籍）與Howie Ng 先生（香港籍）。課程結束後，於次日搭機返國。全部行程共7天，茲列舉如下：
2月17日（日）
於台北時間2月17日上午8:15由台北（TPE）台灣桃園國際機場搭乘中華航空CI160班機啟程，經2時25分的時間在當地時間2月17日上午11:40抵達首爾仁川國際機場（ICN），隨即搭乘機場接駁公車（605-1）至國都大飯店（Hotel Kukdo）辦理住宿登記。
2月18日（一）

上午訓練課程報到。課程開始，先後分別由韓國生產力中心國際合作部主任 Su Hwan Kang 先生及亞洲生產力中心農業部計畫官員 Fiumihiro Kabuta 先生開場歡迎來自我國、印度尼西亞、伊朗、馬來西亞、尼泊爾、菲律賓、泰國、越南等各亞洲國家的學員（印度缺席），並由各學員自我介紹後，照相留念。

訓練課程主題與教師：

1. The importance of food safety and food safety management systems in the Republic of Korea：Ki Sun Yoon

2. Pre-Course Test on ISO22000：APO

3. Modern food safety management systems：Yong Kok Seng

4. Essential features of ISO22000：Howie Ng

晚上「歡迎晚宴」在國都大飯店享用歐式自助餐，由韓國生產力中心招待。

2月19日（二）

訓練課程主題與教師：

1. Implementing “General Requirements”： Yong Kok Seng

2. Implementing “Management Responsibility & Resource Management ”： Yong Kok Seng

3. Implementing “Planning & Realization of Safe Products”： Howie Ng

4. Implementing “Validation, Verification & Improvement of the FSMS”： Howie Ng

2月20日（三）

訓練課程主題與教師：

1. Project plan of implementation of ISO22000:2005： Yong Kok Seng

2. Certification for ISO22000:2005： Howie Ng

3. Presentation on case study of Maeil Dairy Industry.,Ltd.：

(1) Jungmin Lee, Manager, Quality Assurance Team

(2) Jihwan Ryu, Staff, Quality Assurance Team

4. Group work exercise

2月21日（四）

上午7:00集合搭車前往工廠參觀。

工廠參觀：

1. Moguchuon Co. Ltd

韓國最大的肉品加工廠：取得ISO22000認證。

網址：www.moguchon.co.kr

2. Maeil Dairy Industry,Ltd.

韓國最有名氣取得ISO22000認證的公司，生產上百種乳製品、嬰兒配方食品、飲料、及其他牛奶製品。

網址：www.maeil.com

晚上「告別晚宴」在Seoul Plaza Hotel享用歐式自助餐，由亞洲生產力中心招待。

2月22日（五）

訓練課程主題與教師：

1. Workshop：Group Discussion and Summary of Key Learning observed from the Company Visits

2. Key Learning & Summary of the Course/ Questions And Answers：Yong Kok Sen & Howie Ng

3. Written Examination

4. Closing session

(1) Course Evaluation

(2) Closing remark

(3) Awarding the certificate

2月23日（六）

於當地時間13:00由首爾仁川國際機場（ICN）搭乘中華航空CI161班機返台，經2時45分左右的時間在台北時間2月23日14:45抵達台北（TPE）台灣桃園國際機場。
參、課程紀要及心得

本次很榮幸參加由亞洲生產力組織在韓國首爾舉辦為期約5天的「食品安全管理系統」訓練班（APO Training Course on the Food Safety Management System: ISO 22000 for Food Processors）。本訓練班係為ISO22000課程，結合課程討論、情境模擬與參訪活動。參加學員除來自我國外，亦有來自印度尼西亞、伊朗、馬來西亞、尼泊爾、菲律賓、泰國、越南等各亞洲國家。各學員之服務單位包括各政府機關及食品製造業界，透過講師授課、分組討論及案例分析，學員互相分享經驗並經由熱烈的討論呈現報告內容，充分了解授課內容及釐清疑點，並經由講師之指導及講評獲取更多知識。相信本訓練班所得資料有助於瞭解ISO22000之相關訊息，並可作為未來食品安全管理、肉品檢查相關政策策劃、推動與執行之參考。
國際標準組織及我國標準化體系

  國際標準組織（ISO）係為建構國際標準的機構，成立於1947年2月23日，總部設於瑞士日內瓦，ISO的命名分別來自英文”International Organization for Standardization”及法文”Organisation internationale de normalisation”，其代表的是該機構跨過各種文化達到同等及標準化的目標（to equalize and standardize across cultures）。其成立的主因是歐洲共同市場為了確保流通全歐洲的產品品質而制定了世界通用的國際標準，以促進標準國際化，減少技術性貿易障礙。國際標準組織的主要貢獻是出版並建立全球一致化的標準，另外國際標準組織也有相關技術報告、專業技術說明書、公眾可用專業說明書、技術勘誤說明書與要領等書報的出版。目前國際標準組織已經出版超過16500種國際標準，範圍廣及農業、建築、食品、醫療及各種民生相關產業。

  國際標準組織目前有157個會員，分為主要會員（member body）、列席會員（Correspondent member）及簽署會員（Subscriber member）:

	
	Country
	Membership
	
	Country
	Membership
	
	Country
	Membership

	1
	Afghanistan 
	Correspondent member
	54
	Ghana 
	Member body
	107
	Palestine 
	Correspondent member

	2
	Albania 
	Correspondent member
	55
	Greece 
	Member body
	108
	Panama 
	Member body

	3
	Algeria 
	Member body
	56
	Guatemala 
	Correspondent member
	109
	Papua New Guinea 
	Correspondent member

	4
	Angola 
	Correspondent member
	57
	Guyana 
	Subscriber member
	110
	Paraguay 
	Correspondent member

	5
	Antigua and Barbuda 
	Subscriber member
	58
	Honduras 
	Subscriber member
	111
	Peru 
	Member body

	6
	Argentina 
	Member body
	59
	Hong Kong, China 
	Correspondent member
	112
	Philippines 
	Member body

	7
	Armenia 
	Member body
	60
	Hungary 
	Member body
	113
	Poland 
	Member body

	8
	Australia 
	Member body
	61
	Iceland 
	Member body
	114
	Portugal 
	Member body

	9
	Austria 
	Member body
	62
	India 
	Member body
	115
	Qatar 
	Member body

	10
	Azerbaijan 
	Member body
	63
	Indonesia 
	Member body
	116
	Romania 
	Member body

	11
	Bahrain 
	Member body
	64
	Iran, Islamic Republic of 
	Member body
	117
	Russian Federation 
	Member body

	12
	Bangladesh 
	Member body
	65
	Iraq 
	Member body
	118
	Rwanda 
	Correspondent member

	13
	Barbados 
	Member body
	66
	Ireland 
	Member body
	119
	Saint Lucia 
	Member body

	14
	Belarus 
	Member body
	67
	Israel 
	Member body
	120
	Saint Vincent & the Grenadines 
	Subscriber member

	15
	Belgium 
	Member body
	68
	Italy 
	Member body
	121
	Saudi Arabia 
	Member body

	16
	Benin 
	Correspondent member
	69
	Jamaica 
	Member body
	122
	Senegal 
	Correspondent member

	17
	Bhutan 
	Correspondent member
	70
	Japan 
	Member body
	123
	Serbia 
	Member body

	18
	Bolivia 
	Correspondent member
	71
	Jordan 
	Member body
	124
	Seychelles 
	Correspondent member

	19
	Bosnia and Herzegovina 
	Member body
	72
	Kazakhstan 
	Member body
	125
	Singapore 
	Member body

	20
	Botswana 
	Member body
	73
	Kenya 
	Member body
	126
	Slovakia 
	Member body

	21
	Brazil 
	Member body
	74
	Korea, Democratic People's Republic 
	Member body
	127
	Slovenia 
	Member body

	22
	Brunei Darussalam 
	Correspondent member
	75
	Korea, Republic of 
	Member body
	128
	South Africa 
	Member body

	23
	Bulgaria 
	Member body
	76
	Kuwait 
	Member body
	129
	Spain 
	Member body

	24
	Burkina Faso 
	Correspondent member
	77
	Kyrgyzstan 
	Correspondent member
	130
	Sri Lanka 
	Member body

	25
	Burundi 
	Subscriber member
	78
	Lao People's Democratic Rep 
	Subscriber member
	131
	Sudan 
	Member body

	26
	Cambodia 
	Subscriber member
	79
	Latvia 
	Correspondent member
	132
	Suriname 
	Subscriber member

	27
	Cameroon 
	Correspondent member
	80
	Lebanon 
	Member body
	133
	Swaziland 
	Correspondent member

	28
	Canada 
	Member body
	81
	Lesotho 
	Subscriber member
	134
	Sweden 
	Member body

	29
	Chile 
	Member body
	82
	Libyan Arab Jamahiriya 
	Member body
	135
	Switzerland 
	Member body

	30
	China 
	Member body
	83
	Lithuania 
	Member body
	136
	Syrian Arab Republic 
	Member body

	31
	Colombia 
	Member body
	84
	Luxembourg 
	Member body
	137
	Tajikistan 
	Correspondent member

	32
	Congo, The Democratic Republic of 
	Member body
	85
	Macau, China 
	Correspondent member
	138
	Tanzania, United Republic of 
	Member body

	33
	Costa Rica 
	Member body
	86
	Madagascar 
	Correspondent member
	139
	Thailand 
	Member body

	34
	Croatia 
	Member body
	87
	Malawi 
	Correspondent member
	140
	The former Yugoslav Republic of Macedonia 
	Member body

	35
	Cuba 
	Member body
	88
	Malaysia 
	Member body
	141
	Togo 
	Correspondent member

	36
	Cyprus 
	Member body
	89
	Malta 
	Member body
	142
	Trinidad and Tobago 
	Member body

	37
	Czech Republic 
	Member body
	90
	Mauritius 
	Member body
	143
	Tunisia 
	Member body

	38
	Côte-d'Ivoire 
	Member body
	91
	Mexico 
	Member body
	144
	Turkey 
	Member body

	39
	Denmark 
	Member body
	92
	Moldova, Republic of 
	Correspondent member
	145
	Turkmenistan 
	Correspondent member

	40
	Dominica 
	Subscriber member
	93
	Mongolia 
	Member body
	146
	USA 
	Member body

	41
	Dominican Republic 
	Correspondent member
	94
	Montenegro 
	Correspondent member
	147
	Uganda 
	Correspondent member

	42
	Ecuador 
	Member body
	95
	Morocco 
	Member body
	148
	Ukraine 
	Member body

	43
	Egypt 
	Member body
	96
	Mozambique 
	Correspondent member
	149
	United Arab Emirates 
	Member body

	44
	El Salvador 
	Correspondent member
	97
	Myanmar 
	Correspondent member
	150
	United Kingdom 
	Member body

	45
	Eritrea 
	Correspondent member
	98
	Namibia 
	Correspondent member
	151
	Uruguay 
	Member body

	46
	Estonia 
	Correspondent member
	99
	Nepal 
	Correspondent member
	152
	Uzbekistan 
	Member body

	47
	Ethiopia 
	Member body
	100
	Netherlands 
	Member body
	153
	Venezuela 
	Member body

	48
	Fiji 
	Member body
	101
	New Zealand 
	Member body
	154
	Viet Nam 
	Member body

	49
	Finland 
	Member body
	102
	Nicaragua 
	Correspondent member
	155
	Yemen 
	Correspondent member

	50
	France 
	Member body
	103
	Nigeria 
	Member body
	156
	Zambia 
	Correspondent member

	51
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    主要會員（member body）指足以為全國標準化代表性的國家體，具有資格參加政策及技術等委員會並享有投票權。列席會員（Correspondent member）通常係指在一個國家內還未完成發展國家標準的組織，並無需參加政策及技術相關發展工作，但是仍會給予相關工作的參加資格。至於簽署會員（Subscriber member）是指一些經濟規模較小的國家，其會員費用可獲減免，但是仍可接觸國際標準化之訊息。

    我國標準化體系係以經濟部標準檢驗局係全國家最高商品檢驗機關，主要任務為國家標準編修以配合經建計畫、工業政策執行商品檢驗，以提高產品之國際競爭力及保障消費者權益；推行國際標準品質保證制度及環境管理系統，以提升我國品質保證及環境管理水準；辦理全國度量衡標準之劃一及實施及其他檢（試）驗服務。凡經經濟部公告為應施檢驗之品目，須經經濟部標準檢驗局檢驗合格，始得輸出、輸入或在國內市場陳列銷售。
    為推動國內各類驗證機構、檢驗機構及實驗室各領域之國際認證，建立國內驗證機構、檢驗機構及實驗室之品質與技術能力的評鑑標準，我國已成立財團法人全國認證基金會(Taiwan Accreditation Fundation, TAF)，俾以結合專業人力評鑑及運用能力試驗，認證各驗證機構、檢驗機構及實驗室，提昇其品質與技術能力，並致力人才培訓與資訊推廣，強化認證公信力，拓展國際市場，提昇國家競爭力。我國的食品安全管理認證系統即以財團法人全國認證基金會為認證主體，再由認證（Accredit）通過的驗證機關驗證（Certificate）企業體的食品安全管理措施。

[image: image1.emf]
    目前經財團法人全國認證基金會認可食品安全管理系統驗證機構有5家，分別為台灣檢驗科技股份有限公司、貝爾國際認證股份有限公司、暐凱國際檢驗科技股份有限公司、環球國際驗證股份有限公司及經濟部標準檢驗局。依據財團法人全國認證基金會97年3月8日統計資料顯示，目前我國食品相關產業已有171家取得食品安全管理系統驗證，至於ISO22000驗證方面則有90家經驗證通過。

ISO22000

    近幾年來，我國及全球分別發生了許多次食品衛生安全的重大危機事件，包括：瘋牛症、口蹄疫、禽流感、含鎘米、農藥殘留、石斑魚檢體含孔雀綠、鴨蛋戴奧辛污染…等事件，一再動搖了消費者對現行食品衛生安全的信任。為此，除了各國政府開始檢討並訂定相關法令規定外，食品業相關業者亦著手執行相關食品衛生安全管理措施，俾減少因食品供應出現危害所造成的巨大損失及影響商譽。在我國所經常耳孰能詳的台灣優良農產品（CAS，Certified Agricultural Standards）、及良好作業規範（GMP，Good Manufacturing Practice）與近幾年食品業者所熟悉源自美國的危害分析與重要管制點（HACCP）系統等，就是確保食品衛生安全及解除消費者疑惑的管理工具與認證制度。

    2005年9月，國際標準組織正式公佈ISO22000:2005食品安全管理系統標準，為全球食品供應鏈提供一套結合ISO9000品質系統的精神，採用P-D-C-A（Plan-Do-Check-Act）之模式，融合國內法規規範之規定與危害分析與重要管制點系統的原理，使藉由獲得ISO22000系統的認證，實施食品安全管理，實踐確保消費者食品衛生安全的目標，博得消費者的信賴與產業的永續發展。

  現代食品安全管理系統
      食品安全管理系統係食品相關業者為確保食品安全所採用的系統管理工具，現代食品安全管理系統的精神是基於預防性及科學性的方式，有效地提供食品生產過程降低或根除潛在影響消費者健康包括生物性、化學性或物理性之各種危害的侵襲。

      近年來，全球食品安全議題主要在於消費者對即食食品的需求、食品產業的擴張與競爭、生物科技的發展、產品生產迅速及通路的縮短、各種不同領域對食品的不同要求、影響人類的健康（尤其對於一些仍未知的病原）、從生產者到消費者間的責任歸屬與傳統食品安全系統無法達到現代食品安全的需要等課題。在全球食品安全議題的衝擊下，良好的食品安全管理系統是業者所迫切需要的工具，也是消費者對於食品安全要求的另一項考量。

      良好的食品安全管理系統不僅能符合政府法令要求與食品工廠經營策略，亦能經由持續性的系統改進，使食品安全保持在最佳的水準。亦即，現代化食品安全管理系統的科學性及預防性管理，除須符合各項前置性方案（包括政府的法令規章與最基本的良好作業規定等）外，並須以相關科學數據或證據作為基礎，執行危害分析與重要管制點系統，俾以管制及預防各種可能導致食品危害的因子。另關持續性的系統改進模式，就是先建立目的或目標再經由分析情況決定計畫內容(計畫)，實施計畫（執行），監視各項成果或改變情形(檢查)，一旦符合目的或目標就重複循環，惟無法達到目的或目標者就展開進一步的行動來改善現狀(行動)。亦即經由計畫​-執行-檢查-行動改進循環(PLAN-DO-CHECK-ACT cycle, PDCA cycle)來持續維持食品安全。
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      基本上，ISO22000就是基於前項科學性及預防性管理與持續性的系統改進模式等管理思維所建構的現代化食品安全管理系統。

  ISO22000的基本要素

    ISO22000其所規定的各項要求與條件，係結合了相互溝通（interactive communication）、系統管理（system management）、前提方案（PRPs, prerequisite programs）及危害分析與重要管制點（Hazard Analysis and Critical Control Point）系統等，為縝密且完全的現代化食品安全管理系統。

    溝通是ISO22000與其他食品安全系統較為不同之處，是用以促進食品供應鏈裡上下游間組織或顧客與供應商間的了解，有助於澄清各階段的疑慮，並可確保交付安全食品給最終消費者。而且更重要的是，ISO22000可以單獨於其他管理系統使用，執行時亦可與既有的相關管理系統融合使用，具有系統整合的特性。藉由交互溝通、要求與影響，不論是大型、中型、小型規模的相關業者亦可自願性加入ISO22000，協力確保最終食品的安全。
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    至關前提方案，及由食品法典委員會（Codex Alimentarius Commission，簡稱Codex）所開發的危害分析與重要管制點系統及其應用步驟亦透過整合於ISO22000，係提供建立有效的管制措施組合所需的知識，以鑑別危害管制的需要性與行動建議。

    前提方案是維持生產、處理或消費衛生環境至最基本的狀況與行動，例如廠房設施設備，空氣、水及電力等供應，廢棄物及廢水的處理，設備的維護、清洗與消毒，購買的原物料，交叉汙染，清潔與消毒，個人衛生及鼠害的防治等標準均為前提方案所需具備的內容，這些內容就像是GAP、GVP、GMP、GHP、GPP、GDP、GTP等各種良好標準，且必須是符合各項法令規定與要求。

    而危害分析與重要管制點系統則將危害分為生物性、化學性及物理性三大類，於食物生產到消費階段分析危害，並設定重要管制點與接受範圍，作為監測的依據。
  實施ISO22000 

    ISO22000之內容分為適用範圍，引用標準，食品安全管理系統，管理階層責任，資源管理，安全產品的規劃與實現，食品安全管理系統的確認（Validation）、驗證（Verification）及改進（Improvement）等章節。

    食品安管理系統建立之要求，包括一般要求及文件化要求。業者除應建立、文件化、實施及維持有效的食品安全系統，並應視需要予以更新等一般性要求外，有關食品安全政策、操作程序、紀錄及實施更新的文件化與文件管制亦為其必要。而且重要的是，文件化的結果不需要是長篇大論，亦可使用清單方式來完成文件化的要求。

    管理階層責任，包括管理階層承諾、食品安全政策、食品安全管理系統規畫、職責與權限、食品安全小組負責人、溝通（內部溝通、外部溝通）、緊急事件準備與回應、管理階層審查等事項，攸關管理系統成敗的驅動力，其與資源管理，危害分析，作業前提方案及危害分析與重要管制點系統建立，食品安全管理系統（FSMS）的確認（Validation）、驗證（Verification）及改進（Improvement）之關係如下：
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資源管理是建立、實施、維持及更新食品安全管理系統的要件之一。包括提供足以勝任工作的人員、適當的教育訓練、完備的廠房設施設備、優良的工作環境等。

為規劃與實現的安全產品，業者應實施、運作及確保所規劃的活動，以及這些活動任何變更的有效性，包括前提方案、作業前提方案及危害分析與重要管制點系統。

實施危害分析必須有一由多重專門學科知識與具有食品安全管理系統開發與實施經驗的成員組成食品安全小組，藉由專業領域依照原物料、產品及最終產品特性與預期用途，繪製流程圖、製程步驟及管制措施，俾以迅速完整的稽察生產流程，並作出明快的處置。

有關危害分析的評估，本訓練班採用Hazard assessment table作分析，來決定危害將採取設定重要管制點、依照作業前提方案或繼續監測運作之建議:

	
	Potential severity

	
	Slightly Harmful
	Harmful
	Extremely Harmful

	Likehood of occurring
	Highly Unlikely
	Trivial

1
	Tolerable

2
	Moderate

3

	
	Unlikely
	Tolerable

2
	Moderate

4
	Substantial

6

	
	Likely
	Moderate

3
	Substantial

6
	Intolerable

9


  Typical conclusion：

     Intolerable=CCP（9）

     Substantial=OPRPs（6）

     Moderate / Tolerable= OK for now but monitor for changes（2,3,4）

基本上，危害分析與重要管制點系統的建立包括重要管制點（critical control points, CCPs）的鑑別、管制界線（critical limits）的決定、重要管制點的監測（monitoring）、超出管制界線的矯正措施（corrective action）等，都必須事前經過食品安全小組的規劃，並於運作過程中逐步提升其對食品安全有效性之維持。

納入食品安全管理系統的前提方案與危害分析與重要管制點系統於實施之前及於實施之後，有任何變動，都必須予以確認（Validation）。為符合所規劃之安排及有效的加以實施與更新，以確保食品安全管理系統之有效性，就必須透過內部稽核與外部稽核予以驗證（Verification）。

最後，最高管理階層應透過溝通、管理階層審查、內部稽核、個別驗證結果之評估、驗證活動結果之分析、管制措施組合之確認、矯正措施及食品安全管理系統之更新的運用等，持續改進（Improvement）食品安全管理系統之有效性。

    為與國際接軌，目前經濟部標準檢驗局已將ISO22000翻譯為中文，並於2006年7月10日以中華民國國家標準總號22000類號N5244「食品安全管理系統－食品供應鏈中組織之要求」” Food safety management systems - Requirements for any organization in the food chain”（CNS22000）出版。
參訪報告

    本訓練班所安排之參觀工廠為Moguchuon Co. Ltd及Maeil Dairy Industry,Ltd.，均已取得ISO22000認證：
  Moguchon Co. Ltd

    為韓國頗具規模的肉品公司（政府有部分投資），該公司產品包括豬肉、雞肉及相關加工製品，採取垂直統合經營模式，經營範圍涵蓋育種、飼料、獸醫服務、屠宰場、肉品加工廠、倉管、物流配送、銷售等食品生產製造銷售相關產業，並藉以確保農民收入穩定。

    該公司擁有1家雞隻屠宰分切加工廠（每日可屠宰雞隻64,000隻，分切26,000隻雞，生產8公噸冷凍食品）及1家豬隻屠宰分切加工廠（每日可屠宰豬隻2,000隻，分切豬肉100公噸，生產42公噸火腿及香腸等加工食品）。本次參觀的則為豬隻屠宰分切加工廠。由於僅在景觀窗前參觀，實無法詳盡了解其實際作業情形，惟所見設施設備雖為良好，仍見少數有地板破洞處未及修補，可見該公司以ISO22000作為食品安全管理系統，確實可維持一定水準，但仍需加強系統的穩定度及完整性。

  Maiel Dairy Industry, Ltd.

    該公司共有6個廠房生產上百種乳製品、嬰兒配方食品、飲料、及其他牛奶製品。本次參觀的是乳品製造廠，工作人員（含幹部）共86人，屬於中小型工廠。該公司於2008年1月31日取得ISO22000認證，認證的產品有加工奶、發酵奶、咖啡。由於多為自動化作業流程，僅在景觀窗前參觀。所見設施設備及人員作業情形均良好，可見該公司以ISO22000作為食品安全管理系統，確實可符合其管理需求。

肆、建議
藉課程紀要及心得，謹提出建議如下：
一、ISO22000的推動，由於涉及食品安全管理機制的建立與國際間貿易的要求，早為我國食品相關業者所注意。依據財團法人全國認證基金會97年3月2日統計資料顯示，目前我國食品相關產業已有90家取得ISO22000驗證相較本次參加的亞洲各國為多。未來我國若能經常舉辦相關說明會或教育訓練，並成立技術服務團提供食品安全管理系統等相關資源，相信將可有效提升我國食品安全管理系統。

二、由於ISO22000屬自願性系統，且食品相關產業包括飼料業、動物用藥業、畜牧業、運輸業、屠宰業等都有可能因下游食品產業的要求而開始實施，目前我國畜禽屠宰管理中，前置法令業於畜牧法中完成立法，「屠宰場設置標準」、「屠宰作業準則」及「屠宰衛生檢查規則」等相關子法亦實施多年，且成效良好，倘肉品加工業等下游產業互相鼓勵實施ISO22000，定能有效提升肉品安全，維護消費者權益。

三、國際間目前有許多農產品衛生安全管理制度，其中不乏許多先進以科學性管理為概念的系統，例如危害分析與重要管制點系統等，值得我國進一步瞭解、更新訊息及效法。隨著全球貿易的拓展與演進，各種農產品衛生安全管理制度與實施方式，除了政府應該深入了解及規劃外，業者及消費者對相關農產品衛生安全管理制度的推動與支持也是有絕對的必要性，如此才能確保國內或全球消費者的食品衛生安全受到萬全的保障。

四、本次訓練班對於經常混淆的Accreditation、Certification、Verification及Validation作成相當分明解釋，有助於明朗化對於ISO22000及其他管理制度的解讀。因此，相關產業人員及政府官員實有必要參加類似課程，以加強與國際互動及溝通，了解原創者在文字表達或實務經驗上的觀點，減少模糊資訊所帶來的扭曲。

五、日後如有機會，可積極派員參與亞洲生產力中心訓練班或類似其他國際性討論活動，而簡任、薦任主管或具潛能之同仁均應鼓勵赴會以為開擴視界與觀摩比較。

陸、誌謝
感謝主辦本次訓練班的亞洲生產力組織與韓國生產力中心，及中國生產力中心提供各項必要的資源與協助，也感謝行政院農業委員會國際處與各級長官的安排與核派，使這次赴韓國參加「食品安全管理系統」訓練班之任務圓滿完成，也從中學習到現代化的食品安全管理體系，並與各國學員建立深厚的友誼，所學不僅有助於未來畜禽屠宰管理之參考，更藉由學員間的交流更了解東南亞各國的食品安全管理系統。

本次訓練更要感謝本局宋局長華聰與各級長官保舉推薦，以及肉品檢查組裡的長官及同仁於本人出國的這段期間，分擔的該辦的業務及戮力協助原經辦業務的持續推動，特別是本組肉品檢查科各位同仁的鼎力協助。

陸、附錄
攜回訓練用講義、資料及相關參考網站網址，內容名稱詳如下列：
APO Training Course on Food Safety Management System：ISO 22000 for Food Processors, Asian Productivity Organization & Korea Productivity Center, Seoul, Korea, 18-22 February 2008.
Provisional Program of Activities

	Date
	Time
	Tentative Program



	17 Feb.   2008

(Sun.)
	
	Arrival of participants in Seoul

Proceed individually to Hotel: Best Western Premier Hotel Kukdo

Address: #310 Euljiro 4ga, Jung-gu, Seoul, 100-849, Korea

Tel: 82-2-6466-1234

E-mail: resv@hotelkukdo.com

	18 Feb. 

(Mon.)
	08:30–09:00
	Registration

	
	09:00–09:45

	Opening session

· Welcome address
: by Su Hwan Kang,

Director of International Cooperation Department,

Korea Productivity Center (KPC)
· Opening Remarks
: by Fimihiro Kabuta,

 Program Officer, Agriculture Department,

 Asian Productivity Organization (APO)
· Introduction of participants

· Orientation of the training course

· Group photo

	
	09:45–10:00
	Coffee break

	
	10:00–12:00


	Key note speech: “The importance of food safety and food safety management systems in the Republic of Korea”
By Ki Sun Yoon (Local resource person)

: Professor, Kyoung Hee University

	
	12:00–12:30
	Pre-Course Test on ISO22000


	
	12:30–13:30


	Lunch break 



	
	13:30–15:00
	Module 1: Modern food safety management systems
· Concepts of management systems

· Food safety management systems-the scientific and preventive approaches

By  Mr. Yong Kok Seng, Managing Director of QMC Malaysia

	
	15:00–15:15
	Coffee break

	
	15:15–16:45
	Module 2: Essential features of ISO22000
· Development and rational of ISO22000

· Purpose, scope and key elements of ISO22000

By Mr. Howie Ng, Director of i-VAC Certification Limited, Hong Kong

	
	16:45–17:15

	Questions and Answers session

	
	18:30–20:00


	Welcome dinner hosted by the KPC at Hotel KUKDO



	19 Feb. 

(Wed.)
	08:30–09:00
	Reflection of Day 1



	
	09:00–10:00
	Module 3: Implementing “General Requirements”

· Intent and interpretation of the requirements

· Ways to meet requirements

By  Mr. Yong Kok Seng

	
	10:00–10:30
	Coffee break 

	
	10:30–12:00


	Module 4: Implementing “Management Responsibility & Resource Management”
· Intent and interpretation of the requirements

· Ways to meet requirements

By  Mr. Yong Kok Seng

	
	12:00–13:00
	Lunch break

	
	13:00–15:00


	Module 5: Implementing “Planning & Realization of Safe Products”
· Intent and interpretation of the requirements

· Ways to meet requirements

By Mr. Howie Ng

	
	15:00–15:30


	Coffee break 


	
	15:30–17:30


	Module 6: Implementing “Validation, Verification & Improvement of the FSMS”
· Intent and interpretation of the requirements

· Ways to meet requirements

By  Mr. Howie Ng



	20 Feb. 

(Wed.)
	08:30–09:00
	Reflection of Day 2



	
	09:00–10:00
	Module 7: Project plan of implementation of ISO22000: 2005

· Generic approach to establish a food safety management system

· Details of a project plan

By  Mr. Yong Kok Seng



	
	10:00–10:38
	Coffee break 

	
	10:30–12:00


	Module 8: Certification for ISO22000: 2005
· The certification process

· The accreditation process

By  Mr. Howie Ng



	
	12:00–13:00
	Lunch break

	
	13:00–15:00


	Presentation on case study of Maeil Dairy Industry., Ltd.
By Jungmin Lee (the presenter)

: Manager, Production Team



	
	15:00–15:30
	Coffee break

	
	15:30–17:00


	Preferably to be covered with resource speakers:

Mr. Yong kok Seng

Mr. Howie Ng



	
	17:00–17:30
	Briefing on company visits

	21 Feb. 

(Thurs.)
	07:00–09:30
	Gather at the Lobby, move to the 1st Site Visit Co.

	
	09:30–11:30
	Company visit (1): Moguchon Co.Ltd. (The Largest Meat Processing Company in Korea: ISO 22000 Certified Company)

( www.moguchon.co.kr

	
	11:30–14:00
	Lunch and move to the 2nd Site Visit Co.



	
	14:00–16:00
	Company visit (2): Maeil Dairy Industry., Ltd. (The Famous ISO 22000 certified company in Korea, which produces Hundreds kind of dairy products, baby formulas, beverages, and other milk products)

( www.maeil.com

	
	16:00–18:30
	Briefing on Company Visit and back to Hotel

	
	19:00–20:00
	Farewell Dinner Hosted by APO at Seoul Plaza Hotel

	22 Feb.

(Fri.)
	08:30–10:00
	Workshop: Group Discussion and Summary of Key Learning observed from the Company Visits



	
	10:00–10:30
	Coffee break



	
	10:30–12:00
	Key Learning & Summary of the Course / Questions and Answers

By Mr. Yong Kok Seng & Mr. Howie Ng



	
	12:00–13:00


	Lunch



	
	13:00–14:15
	Written Examination

	
	14:15–15:30
	Closing session

· Course Evaluation

· Closing remarks 
· Awarding the certificate

	23 Feb.

(Sat.)


	
	Return of participants to respective countries


08-AG-34-GE-TRC-B
:
Training Course on the Food Safety Management System/ISO22000 for Food Processors
( 18 - 22 February 2008, Seoul, Republic of Korea )
List of Participants
China, Republic of
Ms. Hsu, Li-Lan
Associate Technical Specialist
Bureau of Food Safety, Department of Health
12F., No.100, Aiguo E.Rd., Jhongjheng District
Taipei 100
Telephone  :886-2-2321-0151
Fax           :886-2-2392-9723
E-mail: fslilian@doh.gov.tw
Mr. Juan, Fu-Kuan
Specialist
Bureau of Animal and Plant Health Inspection and Quarantine, Council of Agriculture, Executive Yuan
9th Fl., No.51, Sec.2, Chungching S. Rd., Jungjeng Chiu
Taipei
Telephone  :886-2-2343-1467
Fax           :886-2-22343-1410
E-mail: francis@mail.baphiq.gov.tw
Indonesia
Mr. Asep Iskandar
Manager
PT. Sucofindo (Persero), Agricultural Services
Graha Suconfindo 6th Fl., Jl. Raya Pasar Minggu Kav.34, Pancoran
Jakarta 12780
Telephone  :62-21-7987-030
Fax           :62-21-7987-006
E-mail: iskandark@sucofindo.co.id
Mrs. Ema Herawati
Staff, Directorate of Food Inspection and Certification
National Agency for Drug and Food Control
Jl. Percetakan Negara No.23
Jakarta 10560
Telephone  :62-21-4211-759
Fax           :62-21-4253-856
E-mail: inspeksipangan@pom.go.id
Iran, Islamic Republic of
Mr. Mahmoud Reza Taheri
Technical Assistant
Institute of Standards and Industrial Research of Iran (ISIRI), Khorasan Razavi Office
Khayam Blvd., Sajjad Blvd.
Mashhad
Telephone  :98-511-7682-074
Fax           :98-511-7682-073
E-mail: info@isirikh.ir
Ms. Mojgan Pourmoghim
Governmental Lead Auditor and Head, Fruit and Vegetable Department
Ministry of Health, Food and Drug Control Labs.
No.31, Imam Khomeini Ave., Food and Drug Control Labs.
Tehran
Telephone  :98-21-6640-0081
Fax           :98-21-6640-4330
E-mail: mpourmoghim@yahoo.com
Nepal
Mr. Baidya Nath Prasad Sah
Production Manager
Binny Foods Industries Pvt. Ltd.
Sainbu-4, Bhaisepati
Lalitpur
Telephone  :977-1-559-1249
E-mail: baidya79@yahoo.com
Mr. Prabhananda Baidya
Chief Officer, Marketing
Nebico Private Limited, Manufacturer of Biscuits and Confectionery
Baidya Industrial District, Balaju
Kathmandu
Telephone  :977-1-4350-130
Fax           :977-1-4350-537
Philippines
Mr. Israel Quinsay Dela Cruz
Senior Science Research Specialist
Department of Agriculture, Bureau of Agriculture and Fisheries Product Standards (DA-BAFPS)
BAFPS, BPI Compound, Visayas Ave., Diliman
Quezon City 1101
Telephone  :63-2-920-6131
Fax           :63-2-920-6134
E-mail: bafps@yahoo.com,iqdelacruz@gmail.com
Ms. Ma.Theresa Asuncion Agustin
Senior Project Officer
Development Academy of the Philippines
DAP Bldg., San Miguel Ave., Ortigas Center
Pasig City
Telephone  :63-2-631-2156
Fax           :63-2-631-2137
E-mail: agustint@dap.edu.ph,thessaurus@yahoo.com
Dr. Sinagtala Goce Balita
Senior Science Research Specialist/Provincial Science and Technology Director
Department of Science and Technology Region IV, Provincial Science and Technology
Center-Batangas, Provincial Engineering Compound, Kumintang Ilaya
Batangas City
Telephone  :63-43-723-6115
Fax           :63-42-723-6115
E-mail: dost_bat@yahoo.com,sing_balita@yahoo.com
Thailand
Dr. Niramon Utama-Ang
Associate Dean for Community Services
Faculty of Agro-Industry, Chiang Mai University
155 Moo 2, Tambon MaeHae, Amphur Muang
Chiangmai 50100
Telephone  :66-53-948-201
Fax           :66-53-948-280
E-mail: aiintmng@chiangmai.ac.th
Dr. Sudsai Trevanich
Lector, and Assistant Professor
Department of Food Science and Technology, Faculty of Agro-Industry, Kasetsart University
50 Paholyothin Road, Chatuchak District
Bangkok 10900
Telephone  :66-2-562-5020
Fax           :66-2-562-5021
E-mail: osst@ku.ac.th,fagitbs@ku.ac.th
Ms. Thaweenan Chuayna
Food Technologist
National Food Institute (NFI)
2008 Soi Charansanitwong 40, Charansanitwong Rd., Bangyeekhan, Bangphlad
Bangkok 10700
Telephone  :66-2-886-8088
Fax           :66-2-886-8106
E-mail: thaweenc@nfi.or.th,game_4t@hotmail.com
Vietnam
Ms. Nguyen Thi Bich Tran
Consultant
Vietnam Productivity Centre - Directorate for Standards and Quality (STAMEQ)
64-66 Mac Dinh Chi - Dist.1 -
Ho Chi Minh City
Telephone  :84-8-823-4008
Fax           :84-8-829-5094
E-mail: vpc@vpc.vn,vpchcm1@vnn.vn
Mrs. Tran Thi Ngoc Anh
QMS Lead Auditor and EMS Lead Auditor
Vietnam Certification Center - QUACERT
No.8, Hoang Quoc Viet St., Cau Giay Dist.
Hanoi
Telephone  :84-4-756-1025
Fax           :84-4-756-3188
E-mail: anhtran@quacert.gov.vn
Total number of Participants= 16
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Resource Persons

1. Mr. Yong Kok Seng
Malaysia

2. Mr. Howie Ng
Hong Kong

Biodata : YONG KOK SENG

« Technical Expert/ Resource Person for APO
- Food Safety, HACCP, IS0 22000, et

‘Seminar on Qualty Managament in
Food-procassing SMES wih Special
Emphasis on Meat Processing,

10:16 Cober, 2005, oy

Hyderabad

Seminar on 1S 22000 for
Improving Food Safety,
1825 January 2006, Tokyo

Biodata : YONG KOK SENG

« Technical Expert/ Resource Person for APO

- Food Safety, HACCP, IS0 22000, tc
e-Leaming Caurse on 15022000
~Phase - 6.0 August
~Phase Il 25.29 Soptember
~Phase I 1-4 Octaber 2007
14 countrios

g

Muti-country Training Couse
onimproving Food Salaty 8
Quaity Hanagement,

20-29 November 2007,
Bangiok
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Biodata : YONG KOK SENG

« Technical Expert/ Resource Person for APO
- Food Safety, HACCP, IS0 22000, et

Training course on Food Safety
Managoment System (IS0 22000
2005) for Auditors | Lead Auditors
Z5to 11 Dacamber, 2007,
Kuala Lumpur

National Training Course on Improving Food Safety and
Quaity Management ; 26 - 20 Feb 08 ; Vientiane, Lao PDR.

Nationai
10254

aining Course on Food Safety Management.
farch 2008 Phnom Pen:, Cambodia

Biodata : YONG KOK SENG

« Technical Expert/ Resource Person for APO
- Since 1986: 35 assignments (TES, DON, etc)
- in Bangladesh, Fiji, India, Japan, Nepal,
Pakistan, Philippines, Thailand & Vietnam

- Qualty Management, Quality Aucit, TOM
1S0 9000, 1O 14000, SA 8000, OC Circle
activties, Quality Improvement Techniques,
Food Safety, HACCP, ISO 22000,
web-based course, eLeaming course

- Setting up of Consultancy Unit for VPC

- Setting up of National QC Secretariat for TPAF

Biodata : YONG koK senG [B]
+ Founding Member - World Quality Council
« Life Member & Technical Expert [0
— Asia Pacific Quality Organization @0
+ Lead Management Consultant & FS ~ osa
Auditor - RABQSA International ™
+ Founding Member, Fellow & Past President
- Institute of Quality Malaysia oM
+ Member of Advisory Commitiee
- National TQC Secretariat of Malaysia
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Biodata : YONG Kok senc [B]

« Australian licensed TQM Consultant

+ HACCP Consultant - MOH, M'sia

« Assisted organizations in obtaining
certification

« Approved Lead Tutor - IRCA 2019
FSMS Lead Auditor training course

+ 15 years work experience - food processing.
garments, wood, electronics components,
computer peripherals, metal & plastic prcls

+17 years of consulting, training & auditing

Biodata : YONG Kok senc [B]

+ ASQ Recertification Chair Reviewer

of M'sia & surrounding regions
- ASQ Serior Member, & Charer ~ ASQ
Member of numerous Divisions e

+ ASQ Certified HACCP Auditor (CHA)
& Certified Manager of Quality
Organizational Excellence (CMQOE)

Biodata : Howie Ng -

+ Educational Background
- B. Sc. (Eng) (HKU)
- M. Sc. (Eng.) (HKU)
- MBA (York University, Canada)

+ Specialized Training
- Advanced Diploma in Food Safety
«(The Royal Institute of Public Health)
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Biodata : Howie Ng

« Present Role

*Director, VAC Certfication Limited (www.vac.com)
+Lead Auditor for Management Systems:

-1S0 9001 ISO 14001/ OHSAS 18001/ HACCP
150 2

+ Lead Tutor for IRCA Approved Auditor training
-1SO 9001/ IS0 14001/ OHSAS 18001/ 1SO 22000

+Lead course developer for IRCA Approved Auditor
training courses:
-1S0 9001/ IS0 14001/ OHSAS 18001

+ Resource Person to APO

« Developer of food safety stds for Macau
Government

22000

Biodata : Howie Ng

« Experience

+ Japanese food manufacturer (HK)

+ Bakery (Vietnam)

+ Feed (fish) manufacturer (Vietnam)

+ Food service unit of a large International
Conference Centre (HK)

+ Trainings inclusive of IRCA Lead Auditor
courses

« Auditing to various standards

Introduction
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Course Objectives -

1. To enhance participants’ knowledge
of food safety standards &
management systems and their
importance in food-processing
businesses; and

2. To orient participants on the
features & requirements for ISO
22000 certfication

Course Modules -

01. Modern food safety management systems.
(KS Yong)

02. Essential features of IS022000 (Howie Ng)

03. Implementing “General Requirements”
(KS Yong)

04. Implementing *
& Resource Management” (KS Yong)
05. Implementing “Planning & Realization of

Safe Products” (Howie Ng)

anagement Responsibility

Course Sessions -

06. Implementing “Validation, Verification &
Improvement of the FSMS” (Howie Ng)

07. Project plan of Implementation of
15022000: 2005 (KS Yong)

n for 1S022000: 2005

(Howie Ng)
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3.1.5 hours examination g

4. Resource papers
5. Company visits ﬁ
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Isee. Iremember -
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Chinese Proverb

Grouping of Participants

+ Resource persons will assign
members into teams

+ Guidelines
- Participate actively
- Work harmoniously within team
- Complete assignments on time
- Practice time management
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Training course on
Food Safety Management System /
150 22000
for Food Processors

Module 01

Modern Food Safety Management Systems

By Yong Kok seng

« Concepts of management systems

Objectives

In this module you will learn:

« Food safety management systems-
the scientific and preventive
approaches

Food for thought ?
N
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1. Introduction -

« Food safety (FS)
- the “concept that food will not
cause harm to the consumer
when it is prepared and / or
eaten according to its

intended use s
-

« FS is related to the occurrence of
"FS hazards

1. Introduction )]

« Food safety hazard

- the biological, chemical or
physical agent in food, or
condition of food, with the

potential to cause an adverse
health effect

 FS hazards include allergens

1. Introduction -

- Food safety management system
(FSMS)

- a set of interrelated or interacting
elements (system)

to establish policy & objectives

& to achieve those objectives ~ <—
used to direct & control an
organization with regard to FS

Modle 03: Implementing “General Requirments Page 2
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2. Concept of Mgmt Systems -

+ Food safety management system
(FSMs)

- meets food safety policy &
measurable objectives related to the
policy

- meets performance of “effectiveness’

- applies proven mgmt principles

2. Concept of Mgmt Systems -
- Management Principles

- Customer-focused organization

- Leadership
- Involvement of people &
- Process approach

- System approach to management

- Continual Improvement

- Factual approach to decision making

- Mutually beneficial supplier relationships,

2. Concept of Mgmt Systems -
- FSMs

-is well-established, documented,

implemented, maintained &

continually improved / updated
-has its products / services actually

meet intended usage & are safe
-proactive & innovative, scientific, risk

& prevention-oriented

Module 03: Implementing *General Requirements’
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2. Concept of Mgmt Systems -
- Framework / model

- Policy

PLAN]

- Planning

- Implementation e ol

& operation

- Performance assessment
- Improvement

- Management review 0

11

3. Global Impact of FS -

+ Demand for ready-to-eat food

More food retail outlets / consortiums

More food service establishments

Science & technology related items

+ Farm produce, intermediaries, FMCG
readily & quickly available

+ New / more requirements by different
interested parties

12
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3. Global Impact of FS -

+ FS remains a pressing issue

+ Real problem causing great human
suffering & significant sconomic losses

+ /3 of population of developed countries
is affected by foodborne illnesses yearly,
& the problem is more widespread in
developing countries

+ True dimensions of problem are unknown
because most cases of disease are not
reported 5

3. Global Impact of FS )]

+ FS - responsibility of everyone from
regulators to producers to
consumers

- Traditional FS systems - no longer
sufficient to meet the FS needs

+ Gov'ts to provide an enabling
institutional & regulatory
environment for food control

1

4. FSMS - a Scientific Approach -

« Developing countries have taken steps
to improve & strengthen their systems
for FS management

+ Move from focus on end-product
control to a science-based process

+ Food safety regulators implement
different types of science-based
decision making & actions in their day-
to-day work

15
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4. FSMS - a Scientific Approach -
E.g. of Science-based Activities
- Implementing HACCP systems

- Establishing acceptable daily intakes
for chemical additives in food

+ Estimating maximum allowable
exposure levels to pesticides

+ Using labels to warn consumers
about potential food allergens

16

4. FSMS - a Scientific Approach [(8H
E.g. of Science-based Activities

+ Using risk assessment to support FS
regulations & other decision making

- Establishing product safety stds,
performance stds, & specs for use in
international trade

- Resolving trade disputes based on
the WTO Sanitary & Phytosanitary
Agreement It

4. FSMS - a Scientific Approach -

+ A science-based approach enhances
ability of regulators to identify hazards
characterize nature & extent of those
hazards, assess exposure to the
identified hazards, and estimate the
likelihood of the resulting risks &
potential impacts on human health

« Aids decision makers & supports
decision making with evidence

18
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4. FSMS - a Scientific Approach -
+ Risk analysis is an important part of
a science-based approach to FS

+ Risk analysis provides a framework
to effectively manage, assess, &

communicate risks through the,
cooperation of the diverse
stakeholders involved

19

4. FSMS - a Scientific Approach [(8H

+ Science-based approach is not new
+ Related to PRPs & HACCP system,
already in use

« Importance is the use of risk analysis as
a framework to view & respond to FS

« Applying risk-based criteria means that
resources can be effectively used & also

directed at higher risk targets

20

5. FSMS - a Preventive Approach-

« Alternatives to a reactive, inspection
-based FS system stress preventive
approaches

+ Elements of a prevention-based
approach to FS are already well
established within industry & within
the regulatory framework

21
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5. FSMS - a Preventive Approach-
Includes
- Basic good practices / PRPs) =
-HACCP
- Supplier programmes: strong

& effective so that food producers &
processors can be certain about the
safety of components & ingredients
they purchase from their suppliers

2

6. FSMS — the ISO 22000 )]

 providesacommon
basistodesign& ~ Tew =
implement

fundamentally sound
& robust FSMS :
- represents the latest

step in the evolution of FS systems
beyond HACCP

2
6. FSMS — the ISO 22000 -
- auditable; harmonizes “

i

national FS stds; to

ensure confidence

thro'out the food chain
« marries proven

management principles
with state-of-the-art FS practice

2
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7. What Else Can Be Done?

- Continuing consumer education

+ Expanded partnerships

« Greater use of economic incentives
+ More info-sharing & less duplicated effort

- Expanded diigence on supplier
performance

+ More effective inspection
+ Globally applicable tools

25

8. Conclusion -

+ FSMS - a requirement for market
entry & continued market access in
most developed countries

+ FSMS - a statutory, regulatory or
customer requirement in developing
countries

z 1SO 22000 is a modern FSMS

that should be adopted
2

Terima Kasih

¥

Kok Seng, Yong
QMC Resource Centre Sdn Bhd
Malaysia
www.gme.com.my
yongks@ame.com.my

27
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Essential features of ISO 22000

IS0 (intemational Organization for Standardization)

- Established in 1947, 157 members presently

+ Central Secretariat Geneva, Switzerland

+ Standards are developed by Technical

Committees (TC)

TC34 Food products

— Secrelaral, AFNOR (France) and ABNT (Brazi)

+ IS0 9000 is the most successful series ever
developed

Learning Objectives

Development and rational of ISO 22000
~ Background

— The 10 9001 ‘cousin

Purpose, scope and key elements of ISO 22000

— 190 22000 structure

Management system

“System’” (set of interrelated or
interacting elements) to establish
policy & objectives to achieve those
objectives

Describes how the organization is run
May not be documented

May not ‘comply’ with international
management system standard
requirements »

A Structured, Formalized System

+ Offer a platform for management/process control
— Consistency / Elimination of errors
— Continual improvement

+ Ensure performance level

+ Harmonize practices

+ Facilitate training and communication

+ Prevent mistakes, avoid surprises

9001/TS 16949150 14001
S 12001/ 1S 27000/1S0 22000

Eg ofMs -
OHs/

Better sleep for management

Deming PDCA (improvement) cycle

I objacives achisvad, repaat PDCA
1090 1 noxtlsve o performance
I ot achievec, tak appropriats

et purpos / objectives
‘Analyzs capabilties & gap

actons. Decids actons /
improvemars
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Montor
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[image: image22.png]SO management system framework

« Policy
« Planning

+ Implementation & operation
+ Performance assessment

« Improvement

« Management Review
(0Gute )

Managing processes

Start with process objectives

Establish input, infrastructure, control
requirements
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Module 03
Implementing “General Requirements”

Yong Kok Seng
QMC Resource Centre Sdn Bhd, Malaysia

www.gmc.com.my, yongks@gmc.com.my
1. The Requirements
4 Food safety management system
4.1 General requirements
The organization shall establish, document, implement and
maintain an effective food safety management system and update

when necessary in accordance with the requirements of this
nternational Standard.

The organization shall define the scope of the food safety
management system. The scope shall specify the products or
product categories, processes and production sites that are
addressed by the food safety management system.

The organization shal

a) ensure that food safety hazards that may be reasonably
expected to occur in relation to products within the scope of the
system are identified, evaluated and controlled in such a
manner that the products of the organization do not, directly or
indirectly, harm the consumer,

b) communicate appropriate information throughout the food
chain regarding safety issues related to its products,

Module 03: Implementing “General Requirements” Page I of §
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Guidance:

i. An organization may be involved in the production of
several products or in the provision of several services. All
or some of these will be included within the scope of the
FSMS. Whatever the circumstances, the organization will
need to identify the products, processes and production
sites that are to be included in the FSMS.

ii. External competencies may be used by the organization to
develop and implement a FSMS according to ISO 22000
provided that it is ensured that such outsourced processes
have been developed and implemented, monitored,
maintained and updated in compliance with the
requirements of ISO 22000

iii. ISO 22000 allows any organization, in particular a small
and / or less developed organization, to implement an
externally developed and established combination of
PRPs, oPRP(s) and HACCP plans provided that it can be

demonstrated that

- this combination has been developed in compliance with
the requirements of ISO 22000 specified for the hazard
analysis, PRP(s) and HACCP Plan

- specific measures have been undertaken to adapt the
externally developed combination to the organization, and

- this combination has been implemented and is operated
in accordance with the other requirements of ISO 22000.

Module 03: Imple
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4.2 Documentation requirements
4.2.1 General
The food safety management system documentation shall include

a) documented statements of a food safety policy and related
objectives (see 5.2)

b) documented procedures and records required by this
International Standard, and

c) documents needed by the organization to ensure the effective
development, implementation and updating of the food safety
management system.
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Guidance:

i. The nature and extent of the documentation should satisfy the
contractual, statutory & regulatory food safety requirements, and
the needs and expectations of customers & interested parties.

ii. Type, extent and hierarchy / levels of documentation may differ

iii. “Documented statement” or “documented procedure” means such
must be established, documented, implemented, reviewed and
maintained

iv. “Documented procedures” established for

- control of documents; (4.2.2)

- control of records; (4.2.3)

- potentially unsafe products; (7.10.3.1)
- correction; (7.10.1)

- corrective actions; (7.10.2)

- withdrawals; (7.10.4)

- internal audits (8.4.1)

v. Documents can include product specifications, HACCP Plans,
operational PRPs and PRPs, other operating procedures,
contracts for outsourced processes

vi. Documents provide a description on how to do an activity. If an
activity is not performed on a regular basis, there is no need to
document it. The amount of documentation can be reduced
through training and education.

vii.

Documents available when and where required and can be in any
form or medium (paper, electronic or picture) suitable to the needs
of the organization

viii. Use documents of external origin relevant for food safety in
various activities, e.g. in meeting statutory, regulatory
requirements

ix. Electronic documentation may be required to comply with
i t

fodule 03: Implem
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4.2.2 Control of documents

Documents required by the food safety management system shall
be controlled. Records are a special type of document and shall be
controlled according to the requirements given in 4.2.3.

The controls shall ensure that all proposed changes are reviewed
prior to implementation to determine their effects on food safety
and their impact on the food safety management system.

A documented procedure shall be established to define the
controls needed

a)

b)

c)

d)

e)

f)

9)

documents,

documents are identified

o ensure that relevant

0 ensure that documen

available at points of use,

o approve documents for adequacy prior to issue,

o review and update documents as necessary, and re-approve

o ensure that changes and the current revision status of

versions of applicable documents are

s remain legible and readily identifiable,

o ensure that relevant documents of external origin are
identified and their distribution controlled, and

o prevent the unintend

ed use of obsolete documents, and to

ensure that they are suitably identified as such if they are
retained for any purpose.

Module 03: Implementing “General Requirements”
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Guidance:

i. FSMS will change over time, as will people doing the activity.
One reason for controlling documents is to ensure that the
individual using the document has the most recent version of
the document.

ii. The generation, use and control of documentations should be
evaluated with respect to the effectiveness and efficiency of
the organization against criteria such as

- functionality (such as speed of processing)

- user friendliness

- resources needed

- current and future requirements related to managing
knowledge

- benchmarking of documentation systems

- interfaces used by organization’s customers, suppliers,
and other interested parties

Access to documentation should be ensured for people in
the organization and to other interested parties, based on the
organization’s communication policy.

Module 03: Implermer Page 7o §
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4.2.3 Control of records

Records shall be established and maintained to provide evidence
of conformity to requirements and evidence of the effective
operation of the food safety management system. Records shall
remain legible, readily identifiable and retrievable. A documented
procedure shall be established to define the controls needed for
the identification, storage, protection, retrieval, retention time and
disposition of records.

Guidance:
i. Records are a special type of documents.

ii. Defined as “documents stating results achieved or
providing evidence of activities performed”

iii. Can be on paper, electronic or in picture or other
illustrative formats but be legible, readily identified and
retrievable

iv. Retention of appropriate records for specified periods
and under controlled conditions

v. Record retention based on intended use of products and
expected shelf-life along the food chain

Module 03: Implermer
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Module 04
Implementing “"Management Responsibility & Resource Management”

Yong Kok Seng
QMC Resource Centre Sdn Bhd, Malaysia

www.gmc.com.my, yongks@gmc.com.my

. The Requirements

Management responsibility

5.1 Management commitment

Top management shall provide evidence of its commitment to
the development and implementation of the food safety
management system and to continually improving its effectiveness

by

a)

b)

showing food safety is supported by the business objectives of
the organization,

communicating to the organization the importance of meeting
the requirements of this International Standard, any statutory
and regulatory requirements, as well as customer requirements
relating to food safety,

establishing the food safety policy,

conducting management reviews, and

ensuring the availability of resources.

Module 04: Implementing "M
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Guidance:

i. Top management is defined as “the person or group of
people who directs and controls the organization at the
highest level”

ii. The method whereby the organization provides evidence
of top management commitment to the FSMS include the
setting of awareness and leadership initiatives linked to
the development and implementation of the system

5.2 Food safety policy

Top management shall define, document and communicate its food
safety policy.

Top management shall ensure that the food safety policy
a) is appropriate to the role of the organization in the food chain,

b) conforms with both statutory and regulatory requirements and
with mutually agreed food safety requirements of customers,

c) is communicated, implemented and maintained at all levels of
the organization,

d) is reviewed for continued suitability (see 5.8)
e) adequately addresses communication (see 5.6) and

f) is supported by measurable objectives.

Module 04: mplen
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Guidance:

i. The food safety policy is the basis of any organization’s
FSMS. Should be short and focus; speak directly to the
employees, as a vital part of learning.

ii. Measurable objectives and targets are defined in this
policy. Measurable activities may include identification of
activities to improve any aspect of the system (e.g. reduce
the number of recalls / withdrawals; decrease the
occurrence of foreign bodies)

iii. Objectives should be specific, measurable, achievable and
relevant and time-framed (in the context of specific target
dates)

5.3 Food safety management system planning
Top management shall ensure that

a) planning of the food safety management system is carried out to
meet requirements given in 4.1 as well as the objectives of the
organization that support food safety, and

b) the integrity of the food safety management system is
maintained when changes to the food safety management
system are planned and implemented.

Guidance:

i. Top management’s responsibility for planning
continues even after the FSMS is implemented — it must
ensure that its management reviews are planned and
that any changes to the FSMS are also planned

Module 04: mplen

ting “Mai sponsibility
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5.4 Responsibility and authority

Top management shall ensure that responsibilities and authorities
are defined and communicated within the organization to ensure
the effective operation and maintenance of the food safety
management system.

All personnel shall have responsibility to report problems with the
ood safety management system to identified person(s).
Designated personnel shall have defined responsibility and
authority to initiate and record actions.

Guidance:

i Organizations normally use an organization chart to
show the relevant functions and levels of authority
within their organization

ii. Position (Job) descriptions identify and document the
organization’s functional responsibilities and authorities.
These help the employees to know exactly what is
expected of them.

5.5 Food safety team leader

Top management shall appoint a food safety team leader who,
irrespective of other responsibilities, shall have the responsibility
and authority

a) to manage a food safety team (see 7.3.2) and organize its work,

b) to ensure relevant training and education of the food safety
team members (see 6.2.1),

Module 04: Impl Page 4ol 15
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c) to ensure that the food safety management system is
established, implemented, maintained and updated, and

d) to report to the organization's top management on the
effectiveness and suitability of the food safety management
system.

NOTE. The responsibility of the food safety team leader may
include liaison with external parties on matters relating to the food
safety management system.

Guidance:

i. The food safety team leader is central to the FSMS of
any organization and should be a member of the
organization and should understand its food safety
issues. Where the FSTL has other responsibilities
within the organization, these should not conflict with
food safety responsibilities

ii. Primary internal responsibilities of the FSTL include:

- develop the food safety team and its work;

- train and educate all food safety team members

- establish, implement, maintain and update the FSMS

- report to top management on the FSMS, its
effectiveness and suitability

ii. External responsibility of the FSTL may include liaison
with external parties on matters relating to the FSMS,
including external advisors and consultants

iii. The FSTL should have a basic knowledge of hygiene
management, application of the HACCP principles, and
the requirements of ISO 22000

Module 04: mplen





[image: image39.png]08-AG-34-GE-TRC-B
Training course on Food Safety Management System /ISO 22000 for Food Processors

5.6 Communication
5.6.1 External communication

To ensure that sufficient information on issues concerning food
safety is available throughout the food chain, the organization shall
establish, implement and maintain effective arrangements for
communicating with

a) suppliers and contractors,

b) customers or consumers, in particular in relation to product
information (including instructions regarding intended use,
specific storage requirements and, as appropriate, shelf life),
enquiries, contracts or order-handling including amendments,
and customer feedback including customer complaints,

c) statutory and regulatory authorities, and

d) other organizations that have an impact on, or will be affected
by, the effectiveness or updating of the food safety
management system.

Such communication shall provide information on food safety
aspects of the organization's products that may be relevant to other
organizations in the food chain. This applies especially to known
food safety hazards that need to be controlled by other
organizations in the food chain. Records of communications shall
be maintained.

Food safety requirements from statutory and regulatory authorities
and customers shall be available.

Designated personnel shall have defined responsibility and
authority to communicate externally any information concerning
food safety. Information obtained through external communication

Module 04: Implementing “Management Responsibility & Resource. ment” Page 6ol 15
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shall be included as input to system updating (see 8.5.2) and

management review (see 5.8.2).

Guidance:

The purpose of any communication is to ensure the
necessary interactions occur.

External communication aims to exchange information in
order to ensure that any relevant hazard is controlled at one
step through the food chain by interaction , for example,

- up and down the food chain, for food safety hazard(s) that
may not or cannot be controlled by the organization and
which consequently need(s) to be controlled at other
steps in the food chain,

- with customers as the basis for mutual acceptance of the
level of food safety required (by the customer), and

- with statutory and regulatory authorities and other
organizations

iii. External communication is the method whereby the

organization and the external organization agree by contract
or other means upon the level of food safety required and
on the capability of delivering to the agreed requirements.

iv. Channels of communication with statutory and regulatory

authorities and other organizations should be established
as a basis for providing public acceptance of the level of
food safety and for ensuing reliability of the organization

v. Training of designated personnel in communication skills

may be an important aspect as well

Module 04: Implementing “Mas
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5.6.2 Internal communication

The organization shall establish, implement and maintain effective
arrangements for communicating with personnel on issues having
an impact on food safety.

In order to maintain the effectiveness of the food safety
management system, the organization shall ensure that the food
safety team is informed in a timely manner of changes, including
but not limited to the following:

a) products or new products;

b) raw materials, ingredients and services;

¢) production systems and equipment;

d) production premises, location of equipment, surrounding
environment;

e) cleaning and sanitation programmes;

) packaging, storage and distribution systems;

personnel qualification levels and/or allocation of responsibilities
and authorizations;

]

h) statutory and regulatory requirements;

i) knowledge regarding food safety hazards and control measures;

j) customer, sector and other requirements 'that the organization
observes;

) relevant enquiries from external interested parties;

Module 04: Implementing “Management Responsibility & Resource Management” PageSof 15
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I) complaints indicating food safety hazards associated with the
product;

m) other conditions that have an impact on food safety.

The food safety team shall ensure that this information is included
in the updating of the food safety management system (see 8.5.2).
Top management shall ensure that relevant information is included
as input to the management review (see 5.8.2).

Guidance:

i. The internal communication system of the organization
should ensure that sufficient and relevant information and
data are available to all personnel involved in the various
operations and procedures.

ii.The FSTL has a major role in the area of internal
communication of the food safety issues within the
organization. Communication to personnel within the
organization should be carried out in a clear and timely
manner on the development and launch of new products,
as well as intended changes in raw materials and
ingredients, production systems and processes and / or
customers requirements. In particular, attention should be
given to the communication of changes in statutory and
regulatory requirements, new or emerging food safety
hazards, and the method of control of these new hazards.

ii. Any member of the organization seeing something which
may have an impact on food safety should know how to
report this event.

Module 04: Impl
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5.7 Emergency preparedness and response

Top management shall establish, implement and maintain
procedures to manage potential emergency situations and
accidents that can impact food safety and which are relevant to the
role of the organization in the food chain.

Guidance:

i. The organization should be aware of potential emergency
situations which may have an impact on food safety, for
example, fire, flooding, bioterrorism and sabotage,
energy failure, vehicle accidents, contamination of the
environment, various type of weather-related events, or
the impact of a pandemic

ii. When developing the organization’s capacity to respond
to emergencies, consider the following:

- include emergency preparedness planning and
response in the business objectives

- appoint an incident planning coordinator to develop
the emergency / crisis plan

- form an incident planning committee, with
representatives from all major parts of the
organization, to work with incident planning
coordinator of the emergency / crisis plan

- carry out research applicable to emergency / crisis in
your sector

- design an internal capacity to respond to
emergencies, with job descriptions for each position

- document the roles, policies and procedures in the
written emergency plan

Module 04: Impl went Responsibility & Resourc Page 1001 15
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- assign employees to positions in the emergency
organization

- train the staff — and carry out the exercise of the plan

- revise the plan in response to exercise findings, then
train and exercise again

5.8 Management review

5.8.1 General

Top management shall review the organization's food safety
management system at planned intervals to ensure its continuing
suitability, adequacy and effectiveness. This review shall include
assessing opportunities for improvement and the need for change
to the food safety management system, including the food safety
policy. Records of management reviews shall be maintained (see
4.2.3).

5.8.2 Review input

The input to management review shall include, but is not limited to,
information on

a) follow-up actions from previous management reviews,
b) analysis of results of verification activities (see 8.4.3),
¢) changing circumstances that can affect food safety (see 5.6.2),

d) emergency situations, accidents (see 5.7) and withdrawals (see
7.10.4),
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e) reviewing results of system-updating activities (see 8.5.2),

f) review of communication activities, including customer feed-back
(see 5.6. 1), and

g) external audits or inspections.

NOTE. The term "withdrawal" includes recall.

The data shall be presented in a manner that enables top
management to relate the information to stated objectives of the

food safety management system.

5.8.3 Review output

The output from the management review shall include decisions
and actions related to

a) assurance of food safety (see 4.1),

b) improvement of the effectiveness of the food safety
management system (see 8.5),

c) resource needs (see 6.1), and

d) revisions of the organization's food safety policy and related
objectives (see 5.2).

Guidance:

i. The management reviews provide management with an
opportunity to assess the performance of the
organization in meeting the objectives with respect to its
food safety policy and effectiveness of the FSMS

Module 04: Implementing “Management Responsibility & Resource Mana Page 1201 15
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6 Resource management
6.1 Provision of resources

The organization shall provide adequate resources for the
establishment, implementation, maintenance and updating of the
food safety management system.

6.2 Human resources
6.2.1 General

The food safety team and the other personnel carrying out
activities having an impact on food safety shall be competent and
shall have appropriate education, training, skills and experience.

Where the assistance of external experts is required for the
development, implementation, operation or assessment of the food
safety management system, Records of agreement or contracts
defining the responsibility and authority of external experts shall be
available.

6.2.2 Competence, awareness and training

The organization shall

a) identify the necessary competencies for personnel whose
activities have an impact on food safety,

b) provide training or take other action to ensure personnel have
the necessary competencies,

c) ensure that personnel responsible for monitoring, corrections
and corrective actions of the food safety management system
are trained,

Module 04: Implementing
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d) evaluate the implementation and the effectiveness of a), b) and
c).

e) ensure that the personnel are aware of the relevance and
importance of their individual activities in contributing to food
safety,

f) ensure that the requirement for effective communication (see
5.6) is understood by all personnel whose activities have an
impact on food safety, and

«Q

maintain appropriate Records of training and actions described
in b) and c).

Guidance:

i. Competence is defined as “demonstrated personal
attributes and demonstrated ability to apply knowledge
and skills”

ii. Training should be maintained at a level that ensures all
employees know their responsibilities to maintain the
FSMS

iii. The FSTL and the team members have special
responsibilities for the development and implementation
of the FSMS. They need to understand ISO 22000,
HACCP, hazard assessment and analysis, the food
safety hazards associated with the organization’s
products and processes, the possible control measures,
etc.

Module 04: mplen
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6.3 Infrastructure

The organization shall provide the resources for the establishment
and maintenance of the infrastructure needed to implement the
requirements of this International Standard.

Guidance:

i. The infrastructure of the organization includes fields,
buildings, process equipment, utilities, surrounding
areas and supporting services

6.4 Work environment

The organization shall provide the resources for the establishment,
management and maintenance of the work environment needed to
implement the requirements of this International Standard.

Guidance:

i. The work environment can include measures to prevent
contamination, work place requirements, protective work
wear equipment, and the availability and location of
employee facilities

Module 04: Implementing “Management Responsibility & Resource Man
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Implementing
‘Planning & realization of safe products’ |

1300 - 1500 Hours

General (7.1)
+ Plan and develop processes needed for
realization of safe products

of planned activities (and changes), including
OPRPs and HACCP plan »

« Implement, operate and ensure effectiveness

Learning Objectives

- Intent and interpretation of the requirements
- Ways to meet requirements

~7.1 General

~7 2 Prerequisite programmes

7.3 Preliminary steps to enable hazard analysis

~7 4 Hazard analysis

~7 5 Establishing operational PRP

76 Establishing HACCP plan

~7.7 Updating prelim. info specifying PRP & HACCP plan
~7.8 Verification planning

~7.9 Traceability

~7.10 Control of noncorformity

PRP o zz000:2005 381

Food safety basic conditions & activities that

are necessary to maintain a hygienic
environment throughout the food chain

suitable for the production , handling and
provision of safe products and safe food for
consumption

Equivalent terms : GAP, GVP, GMP, GHP,
GPP, GDP, GTP

PRPs to control

- likelihood of introducing food safety
hazards to the product through good
practices

- B/C/ P contamination of the products,
including cross contamination between
products

- food safety hazards levels in the product
& product processing environment

Prerequisite programmes 7.2
+ PRPs shall be implemented across the entire production
system, approved by FS team
+ Identify related statutory and regulatory requirements
+ Consider and utilize appropriate information (eg Codex)
+ Verification be planned and be modified as necessary.

+ Documents to specify how activities included in PRPs
are managed

Procedure_|None
Document 7.2 |How activiies are managed
Record  |7.2.3 | Verifications and modifications

©i-VAC Certification Ltd.
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+ Construction and layout of faciliies
+ Supplies of utilties such as air, water, electricity
- Supporting services such as waste and sewage

+ Equipment and maintenance, cleaning and
sanitization

- Purchased materials

+ Cross contamination

+ Cleaning and sanitizing

+ Personal hygiene and pest control

i-VAC Certification Ltd.




[image: image51.png]Preliminary steps to enable hazard analysis (.

+ Collect allinfo needed to conduct hazard analysis
— Describe raw materials and product
characteristics and identify statutory and
regulatory requirements
~ Identify intended use and groups of consumers,
including those known to be vulnerable
— Prepare flow diagram
« Describe process steps and control
measures
+ Appoint food safety team

AREAS COMMONLY MISSED DURING HANDWASHING

) Most fequently missed

@ vessfrequenty missed

@ noxmised

Clause 7.3 Documentation requirements

Procedure_|None

Document |7.3.3.1| Description of raw materials

7.3.3.2  Desciiption of end product

734 _|Description of intended use

7.3.5.2 | Description of process steps

and control measures

731 [Info needed to conduct

hazard analysis

732 |Food safety team knowledge
and experience

7.3.5.1|Verified flow diagram

Acceptabie prciise- .;l< - A vaiinble knowiedge & dats -

Hozard anclysiz based design

Hazard Analysis

Validation ot

= e I

System Verification

©i-VAC Certification Ltd.

Hazard analysis (7.4

+ Determine which hazards need to be controlled
and determine acceptable levels

+ Conduct hazard assessment to determine
whether elimination or reduction of identified
hazards to acceptable levels is essential to the
production of safe food

+ Each hazard be evaluated based on severity and
likelihood

+ Select and categorize control measures through
operational PRPs or by the HACCP plan





[image: image52.png]Clause 7.4 Documentation requirements

Procedure_|None,

Document | 7.4.3 |Hazard evaluation method
744 |Categorization methodology
and parameters

Record | 7.4.2.1 [Food safety hazard identified
7.4.23 | Acceptable level of food
safety hazard

743 |Hazard assessment result
744 |Result of assessment of
control measures

Establishing the operational PRPs 1.5
Be documented and include the following.
+ Food safety hazards to be controlled
+ Control measures
+ Monitoring procedures that demonstrate that
operational PRPs are implemented
+ Corrections and corrective actions to be taken
- Responsibilties and authorities

Procedure_[7.5c__|Monitoring (included in oPRP)

Document 7.5 |oPRP.

Record _|7.51 _|Monitoring record

Hazard assessment example (matrix)

Intolerable
Substantial
Moderate Tolerable = OK for now but manitor for changgs

Control measure (150 22000 3.7)

(Food safety) action or activity that can be used to
prevent or eliminate a food safety hazard or reduce
itto an acceptable level

Monitoring (1so 22000 3.12)

Conducting a planned sequence of observations
to assess whether control measures are
operating as intended

Control measures examples

Biological | Process time and temperature
Frozen temperature (eg -23 deg C)

Water activity (Aw)

Temperature/umidity

Physical elimination (worms)

Animal health certficate

Chemical | Dosage and proper use
Substitution (allergic materials)

Physical | Sieving
X rayimetal detection
Visual inspection

Monitoring
Codex
Act of conducting a planned sequence of
observations or measurements of controlled
parameters to assess whether a CCP is under
control.
— Must be abl to datec
 (How, when, by

of control at the CCP

Monitoring may include product characteristics or
process parameter >

©i-VAC Certification Ltd.





[image: image53.png]Frequency of monitoring
1) Continuous (100%) monitoring
— Preferred ast s more reliable
~ (pastaurization orretoring pr
— Frequency of checks has to be defined
2) Batch monitoring
— Frequency be determined o provide an a
level of assurance that oPRPICCP fs under
~ Cansideration of variaton, perf
ik to be taken
Lead time to get result shall be considered. Physical
or chemical measurement (Time, temp, pH, Aw
moisture level) or visual observations are preferred.
Equipment be calibrated.

eptable
nirol
mance point and

Selection of CCP critical limits

Objective
Scientific

Based on legal requirements
Easy to monitor

Example (deep fry fish fillet)

Establishing the HACCP plan (76)
imented and include for sach identified CCP
3 safety hazard to be controled atthe COP
Sntrol meastre
Jimit
~ Monitering procedure

srrections and corrective actions to be taken if criieal

— Responsibilties and authoriies

Prosedure  |7.6d | Monitoring (inciuded in HACCP Plan)
Handling o unssfe producis (doc)

Document HACCP Plan

Rationale for critcal fmits

Record WMoritoring record

Critical limit, examples
Temperaturs, time, pH, Aw
Limits of residues.
Available chlorine
Pesticides or additives dosage
Flow speed

Option 1__[No pathogens detected
Option2__|Min core temp 66 C, min ime 1 min

ption 3 |Min oil temp 177 C. min fime 1.2 min
max thickness 6 mm

Tighter Operating imits (target level) are generally
Stablished in production

Citical limit 105 C, 3 min

Operating imit 110 C, 3.5 min >

Critical limit, Upperflower control level, Target level

Deviation
Codex
An unacceptable deviation, or loss of control.

©i-VAC Certification Ltd.
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Following the establishment of oPRPs and HACCP plan,
the following be updated, if necessary,

+ Product characteristics
+ Intended use

+ Flow diagrams

+ Process steps

+ Control measures

Verification planning .2)

Define purpose, methods, frequencies and responsibilties
for the verfication activitiss

Suitable form of output (rom this planring)

Verification resuls be recorded and communicated to the
FS team. Verification results be provided to enable
analysis of the results of verification actvites.

If system verification is based on testing of samples,

failed sample ot shall be handled as potertially unsafe

Procedure | None

Procedure_|None

Document_| Updated documents (if necessary)

Document 7.8 | Verification plan (sutable form)

Record __|None

Record __|7.8 | Verification results

Traceability 7.5)

- Establish and apply a traceabilty system that enables
identification of production lots

- System be able to denfify incoming materialfrom
immediate supplisrs and iniial distibution route

- Records be mainained for a defined period to enable the
handling of potentially unsafe products and product
withdrawal. Records b in accordance with statutory and
regulatory reqirements,

Correction

Action to eliminate a detected
nonconformity
(3.62)

Prosedure [ Nane. Example
Fomme o Repacking the damaged carton boxes »
[ R R [
79| Traceabity records
Corrective Action Control of nonconformity (7.1

(15090002005 35.5)

Action to eliminate the cause of a
detected nonconformity (3.6.2) or
other undesirable situation

Exampl

The removal of the cause of cross contamination
of product. (e.g. Inadequate protection
segregation) »

+ Establish documented procedure for correction

+ Establish documented procedure for corrective
action

+ Prevent nonconforming product from entering
into the food chain
— Release as safe when supported by verifcation
— Reprocessing or desiruction

+ Appoint personnel with authority and establish
documented procedure for withdrawal

©i-VAC Certification Ltd.





[image: image55.png]Clause 7.0 Documentation requirements EXERCISE — M5

“Hazard analysis

Corrections, doc
Corective actions, doc

Procedure

Withdrawals, doc Assignment Time
Document Based on the mini case study | 20min |Group.
Record Conformity evaluation given, prepare a hazard (max)

analysis on preparation of
boiled eqgs and determine
required OPRP(s) and CCP(s)
Present your ideas on a flip
chartand be ready to have a
spokesman to present

Correction results
Corective action resuits
Withdrawals

Withdrawal effectiveness

Questions ??

©i-VAC Certification Ltd.
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2008.02.19 1530 - 1730 HOURS
Implementing
“Validation. verification & improvement of FSMS"

Validation s

Obaining evidence that the control measures
managed by the HACCP plan and by the

Verification 1)

Confirmation, through the provision of
objective evidence, that specified
requirements have been fuffilled

Learning Objectives

+ Intent and interpretation of the requirements
* Ways to meet requirements
8.1 General
8.2 Validation of control measure combination
8.3 Control of moritoring and measuring
8.4 FSHS verification
- 8.5 Improvement

Validation = Monitoring = Verification

operational PRPs are capable of being effective.

+PRIOR to * DURING « AFTER
operation operation operation
+Documenting ||+ Documenting ||+ Documenting
that the that the that monitoring
control measures || control measures{| works, and
are CAPABLE OF || FUNCTION AS || degree of
DELIVERING the || INTENDED INTENDED
needed effects. CONTROL HAS.
BEEN
DELIVERED

General (8.1)

FS team to plan and implement the needed
to validate control measures and/or
control measure combinations and to
verify and improve the FSMS

Validation of control measure combinations (.2)

+ Prior to implementation of control measures be included
in operational PRPs and the HACCP plan and after any

change, organization shall validate control measures

If result of validation shows one of both of above cannot

be confirmed, the control measures or combinations be

modified and re-assessed

Modifications may include changes in control measures,

andor changes in raw materials, techinologies, end

product characteristc, method of distribution and or

intended use

i-VAC Certification Ltd.



[image: image57.png]Validation example
apple juics at pH values of 4. 5, FDA recommends
the fol therm: ) reduction
rvum. Because Ihis parasite
Is belleved o be more heat resistant than E. coll 0157 HT,

these parameters wil also control bacterial s

165 deg F12.
175 deg F10.

Calibration of measuring equipment
Calibration should be documented and records
should be available for review during verification

should be suffiient to ensure

alibration frequenc;

P

against a recognized standard
— Under e ' similar o identical o those und
which the instrument or equipment will be used

If equipment monitoring a CCP is out of calibration,
the CCP is considered to be out of control since the

last documented calibration »

1

2

Control of monitoring and measuring .3

+ Provide evidence specified mim methods and equipment are

adequate to ensure performance of mim procedures
Where necessary, mim equipment and methods shall be
calbrated or verified al specilied ntervals

Records of calibration and verfication be maintained
Assess the vlidiy of previous results when equipment or
procsss is found not 1o corfom o requirements.

Abilty of mim computer software shall be confimned.

Proedure

Document

Record Basics for callration
Resuls of calbration

Assessment of NC equipment measuring resul

Targeted sample collection and testing
Ensures that critical limits are appropriate
ompliance
imitfor equipment sstings
Microbiological testing s seldom effective in
monitoring CCP due to time requirement

Sample size and method of sampling needs to be
determined »

Internal audit 4.1

+ Atplanned intervals determine if FSMS s effect
implemented and maintained against
~ Plannsd arrangements
= Requiraments of 150 22000
~ Established FSMIS

red

+ Programme be planned and cons
+ Audit riteria, scope, frequency and methods to be defined
+ Ensure ity

+ Define process & records in a documented procedure

+ Area managementis responsible f

+ Follow up action verified and reportedt

Frocedure 241 [intemal audit doc
cument_|None

1 [eaa

Rea: Internal audit

Audit programme (so tso112002311)

Set of one or more audits (3.1) planned for a
specific time frame and directed towards a
specific purpose

E.g.: 200x Intemal audit programme

Jan Apr Ty oot
CEO offce | Marketing

Facilies | Purchasing |Facillies | Purchasing

Production | Production | Production | Production

©i-VAC Certification Ltd.




[image: image58.png]Evaluation of individual verification results @.42)

FS team to evaluate individual resutts of planned
verification. If NC demonstrated, review

+ Existing procedure and communication channels

+ Conclusion of hazard analysis, 0PRP and HACCP
plan

- PRP

+ Effectiveness of human resources management and
training

Improvement s:5)

« Top management shall ensure that the organization
continually improves the effectiveness of the FSMS

« Top managementto ensure that FSMS is continually
updated

« FS team shall evaluate FSMS at planned intervals
Consider whether it is necessary to review the hazard
analysis, establish PRPS and HACCP plan

« System updating activities shall be recorded and
reported, as input to management review

Procedure_ | None.
Document | Nore
Record 552 | Updating of FSMS

i-VAC Certification Ltd.

Analysis of results of verification activities (4.3
FS team to analyse results of verification actvities to,
firm overall performance of system
eed for updating and improving

Identifytrend s which indicate higher incidence of potentially

unsate products

Establish information for intemal audit program

Frovide evidence cormection and comsctive action are

effective
Results reported and input to management rexisw

Procedure__|None

Document__|Nor

Record [Analysis of result of verification

EXERCISE — M6
“CCP Validation* Bl

[Assignment Time [Workin

Based on the mini case study | 20 min
given, determine how you are | (max)
gcing to validate the retorting
process. Present your ideas on
a fiip chart and be ready to
have a spokesman to present

oup





[image: image59.png]08-AG-34-GE-TRC-B
‘Traiiing course on Food Safety Management System / S0 22000 for Food Processors08-AG-34-GE-TRC-B

Training course on
Food Safety Management System /
150 22000 for Food Processors

Module 07

Project Plan of Implementation
of 1SO 22000: 2005

By Yong Kok seng

Objectives -

In this module you

ill learn:

« Generic approach to establish a
food safety management system

« Details of a project plan

1. Introduction

- 1S0 22000 can be implemented by
any organization in the food chain

« In APO Seminar, Jan 2007 - 100
organizations achieved ISO 22000
certification

+ No. of certified organizations will
double every year 72

Wodll 07 Project Plan of IMplementaton of 150 22000 Page |
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Roughly how many ? -

-ROK - Philippines

-ROC - Singapore

~India - Thailand

- Indonesia - Vietnam

~lIran - Rest of APO member
- Malaysia countries

- Nepal

2. Reasons for Implementing

+ Realizatio
improvement

+ Legal & liability: to meet regulatory
compliance / avoid litigation

+ Customer-driven: requirements from
potential / existing customers

+ Market-focus: reputation of enterprises

« Pressure: directive from HO / main
markets

can be used a “tool” for

3. Benefits of Implementation

Module 07.Project Plan of IMplementation of ISO 22000
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3. Benefits of Implementation

M Reduced cost of sales
M Lower risk of liability

! Improved overall
performance

4. Fundamental Questions

« Attitude of “wait and see”, or
“wait till we are pushed to do it”

+ Consider current status & perform
a“gap analysis” of system/
programmes / activities relating to

Fs

4. Fundamental Questions

« Still any need to maintain @
certification to other FS stds

or schemes? GLOBALG AP,

+ How to integrate / enhance /
upgrade /refine status quo to =
meet SO 22000 requirements

as an integrated system?

Wodll 07 Project Plan of IMplementation of 150 22000 Page 3
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4. Fundamental Questions -

« Concepts & intent of each ISO 22000
requirement clearly understood and
how to meet them ?

+ How to implement ISO 22000 as a

“project” to have commitment &
ownership to maintain & improve the
FSMS even after certification?

10

5. A Generic Approach ©)]

Demonstrate a commitment to FS.
Document your organization’s FS policy

Define the scope & boundaries of your FSMS

1
2
3. Support the establishment of a complete FSMS
4
s,

Plan the establishment of your organization’s
FSMs

6 Document FSMS responsibilties & authorities
7. Appoint your organization’s FS team leader
8. Appoint your organization’s FS team

9. Establish FS communication arrangements.
10. Provide the resources that your FSWIS needs.
11. Provide competent FS personnel

12. Provide training & awareness programs

1"

5. AGeneric Approach 8l

13. Provide infrastructure & work environment

14. Establish your PRPs

15. Perform a FS hazard analysis

16. Document your FS hazards

17. Specify acceptable hazard levels

18. Assess your FS hazards

19, Select measures to control hazards

20, Establish OPRPs

21. Prepare your organization’s unique HACCP
plan

22, Establish a product ot traceability system

23. Develop FS emergency procedures

24, Identify & correct nonconforming products
1

Wodll 07 Project Plan o IMplementaton o 150 22000 Page 4
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5. A Generic Approach [l

25. Evaluate data & take corrective actions

26. Control products that are potentially unsafe

27. Control your monitoring & measuring methods.

28. Validate your FS control measures

29. Verify that your FSMS has been implemented

30. Evaluate the results of your verification
activities

31. Document your organization’s unique FSMS

32. Control FS management documents

33, Control your FS management records

34. Perform regular internal audits of your FSMS

35. Carry out FS management reviews

36. Continually update & improve your FSMS

6. Project Plan

Approaches can be influenced by :
+ International / national F'S stds &
schemes

Observations from other organizations
Consultants

Other mgmt systems already in place
+ Suggestions offered by HO / buyers

"

+ Decide if external resources needed
+ Recognize that FSMS belongs to the
organization regardless how much

assistance from external sources
« Ownership of FSMS must be present
« After gap analysis, establish project
plan

6. Project Plan

Module 07.Project Plan of IMplementation of ISO 22000

Page 5
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Project Plan

“21.MGMT AWARENESS &
COMMITMENT
# 5 DEVELOP DOCUMENT
¥tz SYSTEM
Y MENT & MONITO
i ey
4. AUDIT, REVI
INPROVE SYSTEM

W

18

6. Project Plan
1. MANAGEMENT AWARENESS &
COMMITMENT

1.1.Execuive Brisfing for Management Team
Establish / Redefine Management
Responsibilty & FS Team

2. DEVELOP & DOCUMENT SYSTEM

2.1.Refine Activities relating to PRPs
Establish / Refine oPRPs / HACCP Plan (s)

2.3 Prepare / Improve FSMS Documentations

7

6. Project Plan

3. IMPLEMENT & MONITOR SYSTEM
Validate Activities / Control Measures &
Implement FSMS

3.2.Train & Coach Staff

3.3 Monitor & Improve FSMS

4.AUDIT, REVIEW & IMPROVE SYSTEM

4.4.Train & Goach on Internal Audit of FSMS

42 Conduct Management Review

4.3 Review Findings, Update & mprove FSMS

Module 07.Project Plan of IMplementation of ISO 22000

Page 6
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6. Project Plan
5. PREPARE FOR CERTIFICATION
5.1.Select Certfication Body
5.2.Conduct Pre-Assessment by

Independent Party (if necessary)

5.3 Achieve ISO 22000 Certification

19

7. Experiences of an Organization |l

" Reduction in metal contamination incidents achieved,
asa result o enhancing their HACCP process and
using the conclusions from HACCP study to convince
senior management team to invest money in upgrading
Screens, sieves and metal detection equipment

2. Greater & more widespread understanding of food
safety issues across the company, through enhanced
internal communication arrangements

3. Avidely understood 8 very il implemented
corrective action process which actually prevents
recurrence of food safety issues (e.g. 5 Why technique

is extensively used) »

7. Experiences of an Organization |l

4 Wore effective change management system, L.
“preventive” in nature & which interfaces very well
with the HACCP process. The HACCP system does
not have to play "catch up" following changes to
processes, products, materials et

5. Enhanced focus on the “real” CCP's, enabling better
control mezsure management. Clearer distinction
between CCP's & OPRP's, backed up by a robust risk
assessment & decision-making approach

6. More integrated approach to conducting management
reviews and managing improvement programmes,
which combines food safety mtters & otherssues

Module 07.Project Plan of IMplementation of ISO 22000

Page 7
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7. Experiences of an Organization |l

7. Clearer, more visible and widely understood reporting
relationships, document control mechanisms,
records control mechanisms and staff development
processes

8. A control measure validation approach which gives
confidence in the food safety controls implemented

2

8. Conclusion
+ To implement ISO 22000 i
- unwavering commitment from (5 i

management L83
- holistic intent of ISO 22000

requirements clearly understood &

deployed into best possible
=N

procedures & practices
- continuous awareness &
communications

Terima Kasih

¥

Kok Seng, Yong
QMC Resource Centre Sdn Bhd
Malaysia
www.gme.com.my
yongks@ame.com.my

Module 07.Project Plan of IMplementation of ISO 22000
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2008.02.20 1030 - 1200 HOURS
Certification for ISO 22000:2005

From ISO wwwisocn
Certification is not a requirement of any of ISO's
management system standards.

1S0 s responsibl loping, maintaining and publishing
the 1S0 9000 and ISO 14000 families of standards but ISO
does not itself audit or assess the management systems
of organizations to verify that they have been implementsd in
conformity with the requirsments of the standards.

1SO does not issue ISO 9001:2000 or ISO 14001:2004
certificates.

Upon certification, many organizations tum 2 150 to request
Use of "the IS 8000 logo”, No sueh IS0 logo exists. There Is
only the ISO logo tssf, which s a registered trademark.

5 authorized by SO, use of itslogo is prohibited,

Learning Objectives

« The certfication process
+ The accreditation process

Who fssue 1SO management system certiicates 7
How are they qualified ? (accreditation)

How to achieve 1SO 22000 certication 7

Scope of certication

Certification
In the context of IS0 9001:2000 or 1O 14001:2004,
certification” rfers 1o the fssuing of wiitten assuranc
) by an independent extemal body that it has audited
ment system and verlfied that it conforms to the
requirsments specified in the standard

“Registration” means that the auditing body then records the
ertification in ts clisnt register. So, the organization's
management system has been both certified and redistered.
Therefore, in the ISO 3001:2000 0r IS0 140012004 cantext
the difference between the two terms is ot significant and
both are acceptable for general use. “Certification” s the.
term most widely used worlduide, althouan registration is
often preferred in North America, and the two are used
interchangeably

Who issue ISO management system
certificates ?

ISO management system certification is a
commercial service provided by independent (third
party) Certiication Bodies (CB).

{such as -VAC Certification based in Hong Kang)

Why CBs can issue certificates 7
They are accredited by Accreditation Bodies.

Accreditation

Inthe SO 9001:2000 or 1O 14001:2004 c
accreditation refers 1o the formal recognition by a
specialized body — an acereditation body — that a
certification body is competent to carry out ISO
9001:2000 0r ISO 14001:2004 certification in
specifled business sectors,

In simple terms, acereditation is like certification of
the certification body. Cerificatss issued by
aceredited certfication bodies may be perceived on
the market as having increased credibility. »

©i-VAC Certification Ltd.




[image: image68.png]Who are Accreditation Bodies (AB) ?
Within APEC, most Economies established their

own Accreditation Bodies to oversee conformity

assessment activities. They are either part of the
Government or NGOs linked to the Govemment

generally.

Who ‘coordindates’ AB activities worldwide 7
IAF, International Accreditation Forum

Accreditation requirements qso 17021)

General
+ Legal and financial

+ Management of impartality and liablity
Structure
riz:

. on and top management
+ Competent personnel

Process

+ Initial certi
+ Survellanc
+ Suspension and
« Appeal

+ Documentation

(woow.iaf.nu). Most ABs are members of the IAF

Accreditation and certification

1AF
(wwveiaf )

Accreditation|
(150Ts22003)

Certification
(150 22000)

Why go for Certification ?

Y

Are there other means to
claim compliance to
1SO 22000 ?

Typical 3" party certification process

Contract
o

Stage 1 audit
s

Stage 2 audit
L1
Certification
=3

Surveillance »

©i-VAC Certification Ltd.




[image: image69.png]On site stage 1 audit

+ Understand the organization, scope and processes
Y & requiatory requirsments
eed pr
- Adequacy of documentation meeting ISO 22000
— Pravious audi report, aperating record samples
- Determine readiness for certfication
- Agree on Stage 2 planning and prepare document
- Auditrieria
~ Develop rapport, resolve misunderstandings
~ Establish audit team r=quirements

Food chain categories and

Minimum on-site audit time

{exeluding preparation and rzport witing)
T (single site) = (D + H + MS + FTE)

basic on-site audittime (0.5 to 1.5 depending on sector)
audit days for (additional) HACCP study (0.25 0 0.5 &
= absence of relevant management system (025 to 0.5

0 of employ 0 with employess ranging 1 to s

Example
A poulry slaughtering house (D= 1.50, H= 0.50) with 2,500
s it previous IS0 management
stem certification (MS ) would require 6.25 auditor
days to complete st Stage 2 on-site audi

Food chain categories and ‘D"

F | Feed production | Animal feed. fish feed__|1.50

Ao T e e, [
amng 1 [ ‘ o e s

] o e e (13 Diobuton Rt oot o

C |Processing 1 Meat, poultry, eqgs, 1.50 sewage, waste disposal
(Perinaber |y i e s Togites [ Tanspor and sorage
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On site stage 2 audit

Evaluate the implementation, including

effectiveness of the established FSHS
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Certification Scope
The activity (in case of a management
system) that has been assessed and found
to be certifiable to a certain standard.

Exam
Manufacturing of Bakery & Cortiectionery Products
The certificate scope is stated in the
1SO 22000 certificate which includes
the address of the site audited

i-VAC Certification Ltd.
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If an organization has more than one type
(different basic process) of products (eg
Product A and Product B) under one roof,
the organization may choose to get certify
to only one of the products. Management
control or intetface of some common

elements needs to be defined and clarified.

EXERCISE — M8
“ISO 22000 Certification*

Assignment Time

20 min
(max)

ow what Is
22000

ation and HACCP certification.
) going to explain? Fresnt
s on aflip chart and be ready

to have a spokesman to present.

©i-VAC Certification Ltd.

Certification Scope and Use of Mark
The right to use certification & accreditation
marks s limited to the activity being certified.

Example

If an organization has two product lines and
only one is certified, then only relevant
activities/personnel can claim certification to
1SO 22000 and enjoy the right to use
certification logo. Others cannot.

Questions ??




柒、參考資料…
1. 食品安全管理系統－食品供應鏈中組織之要求” Food safety management systems - Requirements for any organization in the food chain”（CNS22000）, 總號22000:類號N5244,中華民國國家標準, 經濟 部標準檢驗局, 2006.

2. 經濟部標準檢驗局：http://www.bsmi.gov.tw
3. 財團法人全國認證基金會首頁：http://www.taftw.org.tw/
4. The Website of ISO：http://www.iso.org/
5. The Website of Maiel Dairy Industry, Ltd.： http://www.maeil.com/
6. The Website of Moguchon Co. Ltd：http://www.moguchon.com/
捌、訓練班照片

	照片1：

韓國生產力中心國際合作部主任 Su Hwan Kang 先生及亞洲生產力中心農業部計畫官員 Fiumihiro Kabuta 先生。
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	照片2：

左起第一位Yong Kok Seng先生，第二位Howie Ng先生，後為學員。
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	照片3：

由台灣、越南、尼泊爾成員所組成的工作小組報告。
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	照片4：

參觀Moguchon Co. Ltd，會議室。
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	照片5：

參觀Moguchon Co. Ltd，豬隻屠體剖半作業。
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	照片6：

參觀Moguchon Co. Ltd，分切包裝室。
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	照片7：

參觀Maiel Dairy Industry, Ltd.，公司門口。
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	照片8：

參觀Maiel Dairy Industry, Ltd.，運轉流程介紹。
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	照片9：

參觀Maiel Dairy Industry, Ltd.，電腦自動化管控系統。
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	照片10：

頒發結訓證書。
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	照片11

與亞洲生產力中心農業部計畫官員 Fiumihiro Kabuta 先生合影
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食品供應鏈上的溝通範例





批發商





零售商,服務經營及餐飲業者





次要食品製造者





食品製造者





初級食品生產者





飼料生產者





農作物生產者





運輸與倉儲業者 





生產食品成分及添加物之食品供應鏈 





農藥、肥料及動物用藥生產者





包裝材料生產者 





設備生產者 





清潔與消毒劑生產者t035k3產者





服務供應者











消費者











  


 


 


  


 


  


 


  





 


 


 





法令及法規主管機關 





7.9-7.10追溯及不符合管制





7.7-7.8更新及查證規劃 FSMS系統





7.5-7.6�OPRPs及 HACCP建立





7.4


危害分析





7.2-7.3


先備方案及預備階段





6.資源管理





8.2


測量分析和改進





8.3 控制措施組合確定





8.4 FSMS系統驗證





8.5 FSMS系統改進





5.管理階層責任





1)食品安全政策


2)職責權限


3)食品安全小組


4)溝通


5)事故預防


6)管理審查
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