
 

 

 

 

生物技術產業年鑑 2011 

 
 

 

 

 

 

 

 

黃雅亭、黃詩芳、許毓真 
 

 

 

 

 

委託單位： 經濟部技術處 

執行單位： 生物技術開發中心 



 

 

 目錄 
 

生物技術產業年鑑 2011 

 

第壹章、緒論 
一、生技產業定義 ··························································································· 1 

二、生技產業應用範疇 ··················································································· 2 

三、研究架構與方法 ······················································································· 3 

第貳章、全球生技產業發展現況 
一、全球生技產業總論 ··················································································· 5 

二、生技藥品 ··································································································28 

三、再生醫療 ··································································································38 

四、醫用檢測 ··································································································48 

五、特用化學生技 ··························································································57 

六、食品生技 ··································································································68 

七、農業生技 ··································································································77 

八、生技／製藥服務業 ··················································································86 

第參章、我國生技產業發展現況 
一、我國生技產業總論 ················································································ 101 

二、生技藥品 ································································································ 112 

三、再生醫療 ································································································ 124 

四、醫用檢測 ································································································ 136 

五、特用化學生技 ························································································ 148 

六、食品生技 ································································································ 160 

七、農業生技 ································································································ 171 

八、生技／製藥服務業 ················································································ 183 

 



 

 

第肆章、中國大陸生技產業發展現況 
一、中國大陸生技產業總論 ········································································· 195 

二、生技藥品 ································································································ 199 

三、再生醫療 ································································································ 207 

四、醫用檢測 ································································································ 215 

五、特用化學生技 ························································································ 223 

六、食品生技 ································································································ 232 

七、農業生技 ································································································ 240 

八、生技／製藥服務業 ················································································ 247 

第伍章、焦點議題 
一、我國生技廠商之中國大陸布局 ····························································· 257 

二、我國生技廠商中國大陸布局經驗分享 ·················································· 263 

三、從投資（研發）角度看生技藥品的價值創造 ······································ 277 

四、蛋白質藥物生產製造安全檢測（Biosafty） ········································· 297 

五、個人化醫療思維下的生物標記相關產業發展趨勢 ······························· 302 

第陸章、生技產業未來發展趨勢 
一、全球生技產業發展趨勢 ········································································· 313 

二、我國生技產業發展趨勢 ········································································· 315 

附錄 
我國生技產業大事紀 ···················································································· 321 
 



 

 

 表目錄 
 

表目錄 

 
表 1-1-1 各國對生物技術的定義······································································· 1 
表 1-2-1 我國生技產業與產品／服務關聯 ······················································· 2 
表 2-1-1 全球主要市場上市生技公司營收狀況················································ 7 
表 2-1-2 2010 年全球前十大生技公司營收狀況 ··············································· 8 
表 2-1-3 2010～2011 年第一季全球生技／醫藥產業主要合作案 ···················· 9 
表 2-1-4 2010 年全球生技／醫藥產業主要併購案 ··········································10 
表 2-1-5 2010 年全球生技產業主要 IPO 案 ·····················································14 
表 2-1-6 2008～2010 年歐洲上市生技公司營收狀況 ······································17 
表 2-1-7 2010 年歐洲前十大上市生技公司營收狀況 ······································17 
表 2-1-8 2010 年亞洲前十大藥品及治療領域銷售情形 ··································20 
表 2-1-9 2008～2010 年亞洲生命科學領域上市公司營收狀況 ·······················21 
表 2-1-10 2010 年亞洲前十大生命科學領域上市公司營收狀況 ·······················21 
表 2-1-11 2010 年美國上市生技公司營收狀況 ·················································23 
表 2-1-12 2010 年日本基因工程產品及服務市場 ··············································25 
表 2-1-13 2010 年日本上市生技公司營收狀況 ·················································27 
表 2-2-1 2010 年全球銷售額前十大生技藥品 ·················································31 
表 2-2-2 2010～2011 年 7 月美國 FDA 核准上市之生技新藥 ························33 
表 2-2-3 2010 年全球營收前十大生技藥品公司 ··············································35 
表 2-2-4 2010～2011 年 5 月生技藥品主要廠商發展動向 ······························36 
表 2-3-1 再生醫療產業定義與範疇 ··································································38 
表 2-3-2 2010 年全球主要生醫材料開發廠商營收概況 ··································43 
表 2-3-3 2010 年全球主要幹細胞應用產品開發廠商營收概況 ·······················44 
表 2-3-4 2010～2011 年 5 月全球生醫材料及幹細胞應用產品主要廠商 

發展動向·····························································································45 
表 2-4-1 全球抗體應用 IVD 產品分類及主要開發公司 ··································53 
表 2-4-2 2010～2011 年 5 月全球 IVD 主要廠商發展動向 ·····························54 
表 2-5-1 特用化學生技產業定義與範疇 ··························································57 
表 2-5-2 美、歐、印工業用酵素市場發展概況···············································59 



 

 

表 2-5-3 2010～2011 年 5 月全球工業用酵素主要廠商發展動向 ···················61 
表 2-5-4 2010 年全球前十大化妝品廠商營收概況 ··········································65 
表 2-5-5 2010～2011 年 5 月全球化妝品主要廠商發展動向 ··························66 

表 2-6-1 2010 年全球營養產業各項產品之成長率 ··········································72 

表 2-6-2 美國保健品之主要廠商······································································74 

表 2-6-3 2010～2011 年 5 月全球主要保健品廠商發展動向 ··························75 

表 2-7-1 2010 年全球農業生技主要產品發展現況 ··········································81 

表 2-7-2 全球主要農業生技廠商相關產品銷售概況 ·······································82 
表 2-7-3 2010～2011 年 5 月全球農業生技主要廠商發展動向 ·······················83 
表 2-8-1 生技／製藥服務業產業定義與範疇 ··················································86 
表 2-8-2 CRO 提供的服務 ················································································89 
表 2-8-3 2010 年公開發行主要 CRO 公司業務內容與營收狀況 ····················91 
表 2-8-4 2010～2011 年 5 月全球主要 CRO 廠商發展動向 ····························92 
表 2-8-5 2010 年主要 CMO 業務內容與營收狀況 ···········································98 
表 2-8-6 2010～2011 年 6 月全球主要 CMO 廠商發展動向 ···························98 
表 3-1-1 2010～2011 年 5 月我國資本市場生技相關公司營收表現 ············· 105 
表 3-1-2 2010～2011 年 5 月我國資本市場新登錄之生技相關公司 ············· 106 
表 3-1-3 2010～2011 年 5 月我國通過「生技新藥產業發展條例」 

資格審定的公司與產品···································································· 108 
表 3-2-1 2009～2010 年我國生技藥品產值與成長率 ···································· 113 
表 3-2-2 2008～2010 年我國生技藥品產業進出口值概況 ···························· 114 
表 3-2-3 2010 年我國銷售額前十大生技藥品 ··············································· 115 
表 3-2-4 2010 年我國銷售額前十大疫苗產品 ··············································· 116 
表 3-2-5 2010 年經濟部業界開發產業技術相關計畫核定名單－生技藥品 · 117 
表 3-2-6 我國廠商之生技藥品研發現況 ························································ 118 
表 3-2-7 2010～2011 年 6 月我國生技藥品主要廠商發展動向 ····················· 121 
表 3-3-1 我國再生醫療產業主要產品／服務定義與範疇 ····························· 124 
表 3-3-2 我國再生醫療產業主要產品／服務發展現況 ································· 128 
表 3-3-3 2010～2011 年 6 月經濟部業界開發產業技術相關計畫核定名單 



 

 

 表目錄 
 

－生醫材料 ······················································································· 129 
表 3-3-4 我國再生醫療產業主要廠商及其產品／服務 ································· 131 
表 3-3-5 2010～2011 年 5 月我國再生醫療主要廠商發展動向 ····················· 133 
表 3-4-1 我國體外診斷試劑及相關儀器進出口統計 ····································· 139 
表 3-4-2 2010～2011 年 6 月經濟部業界開發產業技術相關計畫核定名單 

－醫用檢測 ······················································································· 142 
表 3-4-3 2010～2011 年 6 月我國醫用檢測主要廠商發展動向 ····················· 145 
表 3-5-1 我國特化生技產業主要產品定義與範疇 ········································· 148 
表 3-5-2 2010～2011 年 5 月經濟部業界開發產業技術相關計畫核定名單 

－化妝品相關 ··················································································· 154 
表 3-5-3 我國生技化妝品主要本土廠商及其產品 ········································· 156 
表 3-5-4 2010～2011 年 5 月我國特化生技主要廠商發展動向 ····················· 157 
表 3-5-5 我國通過自願性化妝品 GMP 查核之廠商 ······································ 158 
表 3-6-1 2010～2011 年 6 月我國核准之健康食品機能性成分 ····················· 163 
表 3-6-2 2010～2011 年 7 月經濟部業界開發產業技術相關計畫核定名單 

－保健食品相關 ··············································································· 164 
表 3-6-3 我國食品生技產業廠商結構 ···························································· 165 
表 3-6-4 我國食品生技主要本土廠商及其產品············································· 166 
表 3-6-5 我國廠商於中國大陸保健品之布局 ················································ 168 
表 3-6-6 2010～2011 年 5 月我國食品生技主要廠商發展動向 ····················· 169 
表 3-7-1 我國農業生技產業定義與產品範疇 ················································ 171 
表 3-7-2 2010 年我國植物組培苗前五大出口產品與國家排名 ····················· 174 
表 3-7-3 2010 年相關動物疫苗前五大進出口國情形 ···································· 176 
表 3-7-4 我國農業生技次領域產品發展現況 ················································ 176 
表 3-7-5 我國農業生技之技術發展趨勢 ························································ 178 
表 3-7-6 我國農業生技主要廠商及其產品／服務 ········································· 179 
表 3-7-7 2010～2011 年 5 月我國農業生技主要廠商研發進展 ····················· 180 
表 3-7-8 2010～2011 年 5 月我國農業生技主要廠商發展動向 ····················· 181 
表 3-8-1 2010 年我國生技／製藥服務業產值分析 ········································ 184 
表 3-8-2 我國臨床前及臨床試驗 CRO 所提供之服務 ··································· 185 
表 3-8-3 我國生技藥品 CMO 所提供之服務 ················································· 188 
表 3-8-4 2010～2011 年 6 月經濟部小型企業創新研發計畫（SBIR）核定 



 

 

名單－生技／製藥服務相關 ···························································· 188 
表 3-8-5 我國生技／製藥服務業主要廠商現況············································· 189 
表 3-8-6 2010～2011 年 6 月我國生技／製藥服務主要廠商發展動向 ········· 192 
表 4-1-1 中國大陸生技聚落重點發展地區 ···················································· 196 
表 4-2-1 2010～2011 年 6 月中國大陸生物生化製品製造業概況 ················· 200 
表 4-2-2 中國大陸本土廠商核准上市的單株抗體藥物 ································· 201 
表 4-2-3 中國大陸生技藥品本土主要廠商與其產品 ····································· 202 
表 4-2-4 上海中信國健藥業有限公司簡介 ···················································· 204 
表 4-2-5 華蘭生物工程股份有限公司簡介 ···················································· 205 
表 4-2-6 北京科興生物製品有限公司簡介 ···················································· 206 
表 4-3-1 中國大陸再生醫療主要市場發展現況············································· 207 
表 4-3-2 中國大陸再生醫療主要產品發展現況············································· 208 
表 4-3-3 中國大陸再生醫療主要產品技術發展現況 ····································· 209 
表 4-3-4 中國大陸主要生醫材料廠商及其產品············································· 210 
表 4-3-5 中國大陸主要幹細胞相關廠商及其研發產品／服務······················ 211 
表 4-3-6 樂普（北京）醫療器械股份有限公司簡介 ····································· 212 
表 4-3-7 微創醫療科學有限公司簡介 ···························································· 213 
表 4-3-8 中源協和幹細胞生物工程股份公司簡介 ········································· 214 
表 4-4-1 中國大陸本土主要 IVD 廠商及其產品 ··········································· 219 
表 4-4-2 上海科華生物工程股份有限公司簡介············································· 220 
表 4-4-3 中山大學達安基因股份有限公司簡介············································· 221 
表 4-4-4 中生北控生物科技股份有限公司簡介············································· 222 
表 4-5-1 中國大陸工業用酵素主要產品發展現況 ········································· 224 
表 4-5-2 中國大陸主要工業用酵素廠商及其產品 ········································· 225 
表 4-5-3 廣東德美精細化工股份有限公司簡介············································· 226 
表 4-5-4 上海家化聯合股份有限公司簡介 ···················································· 230 
表 4-5-5 霸王國際（集團）控股有限公司簡介············································· 231 
表 4-6-1 2010 年中國大陸本土經營保健品業務之上市公司營收情況 ········· 236 
表 4-6-2 中國保健協會選出中國大陸保健食品十大公信力品牌 ·················· 237 
表 4-6-3 天津天獅集團簡介 ··········································································· 238 
表 4-6-4 海王生物集團簡介 ··········································································· 239 
表 4-7-1 中國大陸農業生技主要市場發展現況············································· 240 



 

 

 表目錄 
 

表 4-7-2 中國大陸農業生技主要產品發展現況············································· 241 
表 4-7-3 中國大陸農業生技主要產品技術發展現況 ····································· 242 
表 4-7-4 中國大陸農業生技廠商發展現況 ···················································· 243 
表 4-7-5 創世紀轉基因技術股份有限公司簡介············································· 244 
表 4-7-6 中牧實業股份有限公司簡介 ···························································· 245 
表 4-7-7 湖北康欣農用藥業有限公司簡介 ···················································· 246 
表 4-8-1 中國大陸 CRO 所提供的服務 ·························································· 248 
表 4-8-2 進駐中國大陸的主要國際級 CRO ··················································· 250 
表 4-8-3 尚華醫藥公司簡介 ··········································································· 252 
表 4-8-4 藥明康德新藥開發有限公司簡介 ···················································· 253 
表 4-8-5 北京凱因生物技術有限公司簡介 ···················································· 255 
表 5-1-1 我國生技廠商之大陸設廠／成立新公司現況 ································· 259 
表 5-1-2 我國生技廠商於中國大陸之合作聯盟············································· 261 
表 5-3-1 2009 年全球主要銷售前十大藥物 ··················································· 280 
表 5-3-2 生技藥品在不同假設情況下之累積淨現值敏感性分析 ·················· 284 
表 5-3-3 全球每年首次進入臨床試驗的件數 ················································ 292 
 



 

 

 圖目錄 
 

圖目錄 

 
圖 1-3-1 研究架構······························································································ 3 
圖 1-3-2 研究方法與流程 ·················································································· 4 
圖 2-1-1 2005～2014 年全球生技產業市場規模及成長性 ······························· 5 
圖 2-1-2 2009 年全球生技市場之區域分布 ······················································ 6 
圖 2-1-3 2009 年全球各類生技產品之市場分布 ··············································· 6 
圖 2-1-4 2005～2011 年第一季全球生技產業募資情形 ··································11 
圖 2-1-5 2004～2010 年全球生技創投在各地區的募資情形 ··························12 
圖 2-1-6 2005～2010 年各地區生技公司 IPO 的募資情形 ······························13 
圖 2-1-7 2006～2014 年歐洲生技市場規模及成長性 ······································15 
圖 2-1-8 2009 年歐洲各國生技市場分布 ·························································16 
圖 2-1-9 2009 年歐洲各類生技產品之市場分布 ··············································16 
圖 2-1-10 2006～2014 年亞洲生技市場規模及成長性 ······································18 
圖 2-1-11 2009 年亞洲各國生技市場分布 ·························································19 
圖 2-1-12 2009 年亞洲各類生技產品之市場分布 ··············································19 
圖 2-1-13 2006～2014 年美國生技產業市場規模及成長性 ······························22 
圖 2-1-14 2009 年美國各類生技產品之市場分布 ··············································23 
圖 2-1-15 2010 年日本生技產業市場規模及成長性 ··········································24 
圖 2-1-16 2010 年日本生技產業之市場分布 ·····················································25 
圖 2-2-1 2005～2010 年全球生技藥品銷售額 ·················································29 
圖 2-2-2 2010～2015 年全球生物相似性藥品銷售情形 ··································30 
圖 2-3-1 2010～2015 年全球生醫材料市場規模及成長性 ······························39 
圖 2-3-2 2010～2015 年全球幹細胞應用產品市場規模及成長性 ···················40 
圖 2-3-3 2010 年全球生醫材料區域市場分布 ·················································40 
圖 2-3-4 全球各類生醫材料產品市場規模及未來成長性 ·······························41 
圖 2-3-5 2010 年全球各類幹細胞應用產品市場分布 ······································42 
圖 2-4-1 2007～2014 年全球 IVD 市場規模及成長性 ·····································49 
圖 2-4-2 全球 IVD 區域市場分布 ····································································50 
圖 2-4-3 全球 IVD 產品市場分布 ····································································51 



 

 

圖 2-4-4 2009 年全球 IVD 廠商市占率 ····························································52 
圖 2-5-1 2009～2015 年全球工業用酵素市場規模及成長性 ··························58 
圖 2-5-2 美、歐工業用酵素產品分布 ······························································60 
圖 2-5-3 2010 年全球主要工業用酵素廠商之市占率分布 ······························61 
圖 2-5-4 2005～2015 年全球化妝品市場規模及成長性 ··································62 
圖 2-5-5 2010 年全球化妝品區域市場分布 ·····················································63 
圖 2-5-6 2010 年全球各類化妝品市場規模及成長性 ······································64 
圖 2-6-1 2010 年全球營養產業市場規模 ·························································69 
圖 2-6-2 全球保健品區域市場分布 ··································································70 
圖 2-6-3 至 2015 年全球保健品最佳發展區域 ················································71 
圖 2-7-1 2008～2010 年全球農業生技主要產品市場規模 ······························78 
圖 2-7-2 2010 年全球基因改造作物種植面積地區分布 ··································79 
圖 2-7-3 2010 年全球動物疫苗區域市場分布 ·················································80 
圖 2-7-4 2010 年全球生物性農藥區域市場分布 ··············································80 
圖 2-8-1 2010～2015 年全球 CRO 市場規模 ···················································87 
圖 2-8-2 2010～2015 年全球新藥探索期 CRO 市場規模 ································88 
圖 2-8-3 2010 年全球臨床試驗執行之國家分布 ··············································88 
圖 2-8-4 2009～2014 年全球生技藥品 CMO 市場 ···········································96 
圖 3-1-1 2010 年我國生技產業各領域廠商家數分布 ···································· 102 
圖 3-1-2 2010 年我國生技廠商之產業領域分布 ············································ 103 
圖 3-1-3 2009～2010 年我國生技廠商產值與成長率 ···································· 104 
圖 3-1-4 2010 年我國生技產業各領域產值分布 ············································ 104 
圖 3-1-5 2007～2010 年行政院國家發展基金於生技產業投資情況 ············· 109 
圖 3-1-6 歷年我國創業投資對生物科技產業投資金額與件數······················ 110 
圖 3-1-7 2010 年上半年我國創業投資金額分布 ············································ 111 
圖 3-2-1 我國生技藥品廠商之地區分布現況 ················································ 113 
圖 3-3-1 我國再生醫療廠商之地區分布現況 ················································ 125 
圖 3-3-2 2008～2010 年我國再生醫療產業產值變化 ···································· 125 
圖 3-3-3 我國生醫材料進口額及進口國分布 ················································ 126 
圖 3-3-4 我國生醫材料出口額及出口國分布 ················································ 127 
圖 3-3-5 我國再生醫療產業相關廠商之家數分布 ········································· 130 
圖 3-4-1 我國醫用檢測廠商之地區分布現況 ················································ 136 



 

 

 圖目錄 
 

圖 3-4-2 我國的 IVD 市場規模 ······································································ 137 
圖 3-4-3 2010 年我國 IVD 產品市場分布 ······················································ 138 
圖 3-4-4 我國 IVD 市場之廠商市占率 ··························································· 143 
圖 3-4-5 我國體外診斷廠商結構···································································· 144 
圖 3-5-1 我國特化生技廠商之地區分布現況 ················································ 149 
圖 3-5-2 2008～2010 年我國特化生技產業產值變化 ···································· 150 
圖 3-5-3 我國化妝品進口額及進口國分布 ···················································· 151 
圖 3-5-4 我國化妝品出口額及出口國分布 ···················································· 152 
圖 3-5-5 我國化妝品產業之市場規模 ···························································· 153 
圖 3-5-6 2010 年我國化妝品產業之各產品領域分布 ···································· 154 
圖 3-5-7 我國特化生技產業相關廠商之家數分布 ········································· 155 
圖 3-6-1 我國食品生技廠商之地區分布現況 ················································ 160 
圖 3-6-2 2009～2011 年我國食品生技產業產值變化 ···································· 161 
圖 3-6-3 2010～2011 年 6 月我國核准健康食品之情形（依功能類別） ····· 162 
圖 3-7-1 我國農業生技廠商之地區分布現況 ················································ 172 
圖 3-7-2 2009～2010 年我國農業生技產業產值變化 ···································· 173 
圖 3-7-3 2006～2010 年我國植物組培苗進出口值 ········································ 174 
圖 3-7-4 2006～2010 年我國動物疫苗進出口值 ············································ 175 
圖 3-8-1 我國 CRO 及 CMO 廠商之地區分布現況 ······································· 183 
圖 3-8-2 我國 CRO 市場及預測 ····································································· 185 
圖 3-8-3 我國新藥臨床試驗核准案件數 ························································ 187 
圖 4-1-1 2005～2014 年中國大陸生技產業市場規模及成長性 ····················· 197 
圖 4-1-2 2009 年中國大陸各類生技產品之市場分布 ···································· 198 
圖 4-4-1 2009～2017 年中國大陸 IVD 市場及預估 ······································· 215 
圖 4-4-2 2010 年中國大陸 IVD 市場產品類別分布 ······································· 216 
圖 4-4-3 2010 年中國大陸 IVD 廠商市占率 ·················································· 217 
圖 4-5-1 2005～2014 年中國大陸化妝品市場規模 ········································ 227 
圖 4-5-2 2010 年中國大陸各類化妝品市場分布 ············································ 228 
圖 4-5-3 2009 年中國大陸化妝品廠商市占率 ··············································· 229 
圖 4-6-1 中國大陸保健品範疇 ······································································· 232 
圖 4-6-2 2000～2015 年中國大陸保健品市場及預估 ···································· 233 
圖 4-6-3 2010 年中國大陸保健品市場各類產品分布（依功能類別） ········· 234 



 

 

圖 4-6-4 2010 年中國大陸保健食品核准情形（依功能類別） ····················· 235 

圖 4-7-1 2009 年中國大陸動物疫苗產品市場分布 ········································ 242 

圖 4-8-1 中國大陸 CRO 市場之服務類別分布 ·············································· 247 

圖 4-8-2 2010～2016 年中國大陸新藥探索市場及預估 ································ 248 

圖 4-8-3 中國大陸 CRO 產業結構 ································································· 250 
圖 5-3-1 生技製藥業產品生命週期示意圖 ···················································· 277 
圖 5-3-2 新藥開發到取得產品許可上市之過程············································· 278 
圖 5-3-3 化學合成新藥以及生技藥品臨床所需時間以及不同研發藥物 

種類臨床成功機率統計···································································· 279 
圖 5-3-4 2001～2009 年臨床試驗終止因素統計 ············································ 280 
圖 5-3-5 1980～1984 年平均合成新藥之累積淨現值觀察 ···························· 282 
圖 5-3-6 生技藥品在不同折現率下之累積淨現值觀察 ································· 283 
圖 5-3-7 技術資料專屬性以及專利保護期限對於生技藥品於損益平衡的 

比較圖 ······························································································ 286 
圖 5-3-8 傳統藥物自研究至上市所需花費之成本及成功機率示意圖 ·········· 288 
圖 5-3-9 研究端產值以及藥物價值方程式示意圖 ········································· 289 
圖 5-3-10 速贏、快敗藥物開發模型說明 ························································ 290 
圖 5-3-11 藥物標的選擇之層次與概念說明 ···················································· 291 
圖 5-4-1 我國生技藥品產業價值鏈分析 ························································ 299 
圖 5-5-1 個人化醫療造成醫療產業商業模式的變革 ····································· 304 
圖 5-5-2 生物標記分子診斷試劑商品化歷程圖············································· 305 
圖 5-5-3 生物標記分子診斷應用法規基本流程············································· 306 
圖 5-5-4 健全的個人化醫療相關的商業生態系統 ········································· 309 
圖 6-2-1 2010～2012 年我國生技產業產值成長預測 ···································· 318 



 

 

壹 緒論 
 

第壹章 緒論 

一、生技產業定義 

表 1-1-1 各國對生物技術的定義 

國家／機構 定義 

聯合國生物多樣性公約 
（UN Convention on Biological 

Diversity） 

生物技術是利用生物系統、活生物體或者其衍生物為特定

用途而生產或修飾產品或過程的任何應用技術 

美國生物技術產業發展協會

（Biotechnology Industry 
Organization, BIO） 

使用細胞及分子製程以解決問題或製造產品 

美國商務部 
集結了多種可以操控活體（living things）內的細胞、小細

胞、或分子成份以製造產品、發現關於分子和基因的新知

識、或是改良動植物、或微生物以達成需求目的地技術 

經濟合作暨發展組織

（Organization for Economic 
Cooperation and Development, 

OECD） 

將科學及技術應用在生物體，包括其零件、產品和模型，

而且改變生命的或非生命的物質以產生知識、產品和服務 

資料來源：生物技術開發中心產業資訊組整理 

 
 生物技術的原文「Biotechnology」，即是由 bio（生命、生物）及 technology
（科技、工業技術）組合而成，利用生物體（或生物組織、細胞及其成份）的特

性和功能，研究、設計、改造生命系統，並與技術相結合，以改良或創造新的生

物品種。 

 國際上對生物技術定義，有別於其他產業，生技產業並非由其產品來定義，而是

由製造該產品的技術來定義。換言之，只有各種不同的生物技術在各既有產業中

之應用，而無法清楚歸納出「生技產業」這一項專屬產業。 
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第貳章 全球生技產業發展現況 

一、全球生技產業總論 

（一）全球生技產業 

1. 市場 

1,364 
1,537 

1,718 
1,932 2,009 

2,191 
2,395 

2,621 
2,882 

3,184 

11.5 

12.7
11.8

12.5

4.0 

9.1
9.3 9.4

10.0
10.5

0

2

4

6

8

10

12

14

0 

500 

1,000 

1,500 

2,000 

2,500 

3,000 

3,500 

2005 2006 2007 2008 2009 2010(e) 2011(f) 2012(f) 2013(f) 2014(f)

成
長
率
（

%
）

市
場
規
模
（
億
美
元
）

年

市場規模 市場成長率

 

註 1：全球生技產業市場包括生技產品銷售收入、授權金、權利金及研發費用收入 
註 2：其調查區域包含美洲（加拿大、墨西哥、美國、阿根廷、巴西、智利、哥倫比亞與

委內瑞拉）、歐洲（比利時、丹麥、法國、德國、義大利、荷蘭、挪威、西班牙、

瑞典、英國、捷克、匈牙利、波蘭、羅馬尼亞、俄羅斯與烏克蘭）與亞太地區（澳

洲、中國大陸、印度、日本、新加坡、南韓與臺灣）等 
資料來源：Datamonitor（2011.02）；生物技術開發中心產業資訊組整理 

圖 2-1-1 2005～2014 年全球生技產業市場規模及成長性 

 
 2010 年全球生技產業市場為 2,191 億美元，成長率逐步回升達 9.1%，推估 2011

年全球生技產業市場為 2,395 億美元，市場成長率達到 9.3%，預估 2013 年全球

生技產業市場將再度邁向兩位數的成長速度。
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第參章 我國生技產業發展現況 

一、我國生技產業總論 

（一）政策／環境建構 
 延續 2009 年我國生技產業推動政策之一的生技起飛鑽石行動方案，2010 年陸續

執行之成果包括：食品藥物管理局（TFDA），已於 2010 年 1 月 1 日正式掛牌

營運，TFDA 整併藥物審查單位醫藥品查驗中心（CDE），簡化新藥審查流程，

有助審查效率提升，並建立一元化與透明的藥物審查流程；此外 TFDA 也積極

尋求國際間的藥品審查相互承認。在成立生技創投基金方面，除修正行政院國家

發展基金（簡稱國發基金）投資生技創投事業之審查與管理要點外，亦於 2010
年 10 月審查通過 TMF 生技創投基金（Taiwan Medtech Fund, TMF）的申請案，

並於 2011 年 6 月由行政院正式核定國發基金投資比例為 20%。 

 2010 年第二季，為了獎勵生技產業，「生技新藥產業發展條例」放寬適用門

檻，由原定義之「植入或置入人體內屬第三等級之醫療器材」，修正為「第三等

級之醫療器材」皆適用，國內廠商可申請的品項從 96 項增加為 134 項，凡生產

第三等級醫療器材的廠商均可享有股東投資及研發費用抵減，最高上限為

35%。 

 2010 年 6 月正式完成簽署海峽兩岸經濟合作架構協議（Economic Cooperation 
Framework Agreement, ECFA），ECFA 為一逐步到位的自由貿易協定，在生物

科技、新藥研發等合作議題方面，也於 2010 年 12 月的第六次江陳會談正式簽署

「海峽兩岸醫藥衛生合作協議」，未來可望藉由該協議創造更多兩岸合作機會。 

 2010 年 8 月澳洲政府同意放寬我國以組織培養苗方式，輸入農委會動植物防疫

檢疫局認可指定溫室所生產的蝴蝶蘭，毋須經輸出前藥劑處理與輸入後隔離，完

成檢疫後即可直接通關，大幅減少我國廠商輸出成本。 

 2010 年 8 月為配合「海峽兩岸經濟合作架構協議」及「海峽兩岸智慧財產權保

護合作協議」的簽署及後續相關業務推動的需要，行政院通過「植物品種及種苗

法」第 17 條修正案，並將與前述兩個協議同步生效。修正要點為：條文增列

「在世界貿易組織會員」第 1 次依法申請之品種權，亦得主張優先權之規定。 

 2010 年 9 月經濟部公告實施「公司研究發展支出適用投資抵減辦法」，根據新
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第肆章 中國大陸生技產業發展現況 

一、中國大陸生技產業總論 

（一）環境建構 

1. 政策推動 

 2010 年 10 月中國大陸國務院頒布《國務院關於加快培育和發展戰略性新興產業

的決定》，指出生物產業發展重點為：大力發展用於重大疾病防治的生物技術藥

物、新型疫苗和診斷試劑、化學藥物、現代中藥等創新藥物大品種，提升生物醫

藥產業水準；並加快先進醫療設備、醫用材料等生物醫學工程產品的研發和產業

化，促進規模化發展。此外也將著力培育生物育種產業，積極推廣綠色農用生物

產品，促進生物農業加快發展，並推進生物製造關鍵技術開發、示範與應用，加

快海洋生物技術及產品的研發和產業化。 

 2011 年 3 月中國大陸國家發展和改革委員會（簡稱發改委）發布的《中華人民

共和國國民經濟和社會發展第十二個五年規劃綱要》，指出生物產業重點發展生

物醫藥、生物醫學工程產品、生物農業、生物製造等領域。 

 尚在規劃的《生物產業發展「十二五」規劃》最快將於 2011 年下半年公告，重

點發展領域包括了生命科學先進技術、生物農業、生物醫藥、工業生物技術、生

物質能、環境生物、生物資源和生物安全領域。除了鼓勵暢銷生物藥品的研發創

新、培育具有國際競爭力的龍頭企業、建設國家生物產業基地等之外，也將擴大

財稅政策支援，建立財政性資金優先採購自主創新生物產品制度，並加強對於生

物技術企業自主智慧財產權的保護，創造良好的市場環境。 

 中國大陸政府亦制定《生物醫藥「十二五」發展規劃》，重點發展基因藥物、蛋

白藥物、單株抗體藥物、治療性疫苗、及小分子化學藥物等。未來將設立生物醫

藥發展專項基金，提供稅收優惠、銀行優惠貸款利率等利多政策。除了中央政府

所主導的發展政策外，中國大陸地方政府亦參考地方特色，陸續推出地方性的生

物產業發展政策。 
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第伍章 焦點議題 

一、我國生技廠商之中國大陸布局 

過去 60 年來，由於政治因素，我國與大陸一直處於對立的狀態，雙方缺乏溝

通與交流。近年因兩岸情勢和緩，加上全球化及區域化發展趨勢，兩岸無論在民生

產業、科技產業甚至生技產業，皆逐步邁向合作與貿易往來之商業模式。 
實際上，由於市場的吸引力，於過去數年間，我國生技廠商已開始於中國大陸

布局，有的於中國大陸設廠或成立新公司，有的透過併購或合資進駐，有的則藉合

作聯盟取得資源。經過多年的耕耘，許多廠商在產品上市及設廠規格上已交出了初

步的成績單。 

（一）設廠／成立新公司 

1. 醫用檢測 

上海浩源生技成立於 1997 年，基亞生技為取得中國大陸血液篩檢試劑藥證，

於 2007 年入股浩源（占股 70.5%），2010 年正式取得 B 型肝炎病毒、C 型肝炎病

毒、愛滋病毒核酸檢測試劑新藥證書，進入血液篩檢市場。此外，亦取得 C 型肝

炎、B 型肝炎、愛滋病毒、及沙眼衣原體／淋病雙球菌數項核酸檢驗試劑註冊證。 

2. 再生醫療 

訊聯生技為布局中國大陸幹細胞產業，與廣州市婦女兒童醫療中心合資成立廣

東訊原生技公司，提供臍帶血、牙齒等幹細胞的儲存服務。 

3. 食品生技 

葡萄王生技公司於大陸設立的上海葡萄王公司於 1997 年投產，有第三方

HACCP、GMP 認證證書，及官方的特種食品生產許可證，益生菌產品亦已獲得保

健食品上市批文。考量大陸市場的複雜性與高成本投入，加上在中國大陸通路拓展

不易，上海葡萄王轉型成專注於原料生產與代工服務，未來將藉與國際知名大廠之

合作切入大陸市場，2010 年已與德國默沙東（MSD）公司及日本 Combi 公司做初
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第陸章 生技產業未來發展趨勢 

一、全球生技產業發展趨勢 

 隨著新興市場的快速發展，及其政府積極推展新醫療保健政策，未來新興市場對

全球生技產業之影響將持續擴大，特別是巴西、智利、中國大陸、印度、馬來西

亞和俄羅斯的生技產業成長率將高於美國與歐洲等已開發國家。 

 2010 年下半年受益於投資者的信心恢復，全球經濟逐步好轉。預期 2011 年全球

生技資本市場表現仍將超越一般融資市場，到 2011 年底在美國可望至少會有 25
家生技公司將完成首次公開發行。 

 全球生技產業最糟糕的時代已結束，2010 年生技公司緊急轉換經營模式，並藉

由提高資金利用率以達到持續創新的目的。2010 年全球生技產業穩定成長，淨

收益達 47 億美元，成長率達 30%，顯示 2010 年獲利相當穩定。在經過金融風

暴洗禮後，2010 年全球生技產業復甦時代，併購與合作案的增加、高成長的新

興市場、及創新技術與消費型態轉變都將帶領全球生技產業隨之變動。 

（一）企業對併購與策略合作的依賴加深 
 資本市場的奧援是生技產業相當重要的一環，然而在金融風暴影響之下，生技公

司縮減研發支出，將對技術研發帶來不小的負面影響；此外，現階段大型藥廠面

臨極大的壓力，不僅新產品上市仍無法彌補品牌藥專利過期的業績損失，而美國

的醫改政策也為大藥廠帶來更多的挑戰。因此許多大型製藥公司積極與生技公司

合作開發藥物，或透過併購取得產品，製藥公司與生技公司的關係也更加密切。 

 2010 年全球景氣復甦程度仍不如預期，資金取得管道相較於以往更顯保守，合

作策略成為生技公司的解決之道。觀察 2010 年全球生技產業併購與合作活動，

國際藥廠與生技公司所引發的整合狂潮也延伸到其他領域。除了生技藥品之外，

包含再生醫療、醫用檢測、特用化學、食品、農業、生技／製藥服務業、及環保

等各領域產業之生技公司，為了拓展其研發、生產及銷售能力，與其他公司形成

策略聯盟，或併購具利基之中小型企業／部門與通路，整合趨勢仍持續延燒。 
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