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̏!̶  їҸ  

̏!ϱ  ȒļʻӠќȒļ²Ƭ  

MyriadɪÏȗ˃ˏĈơàնíͽơǑ0Ǥ¶%Ȫ;ɆǑ�ȗ˃í˚1980 Û~β

ŴƉѤȎնˇÌˏĈ{ř�ŎDɷĆʼTTYʊWǨƬˇÌ(isolated gene)ќH

ЄDNA(cDNA)FDÇ�̰ƉѤşŞàˏĈӀɭƅ�þÏMyriad ɪȗ˃̼ʬơʨ

2013 ÛFćĸ�ĭ֡%0ȩ֮ƂŎѤȆTYʊWǨƬˇÌќcDNAFˏĈӀ

ɭƅDÇ�âȪ;֡Ȯ�ίéŖˇÌԗ̅ϖƬ0.͵Y҇ʾƬʾϖҕÜà%֡

W�éȷ˙նƞƬǷϩɦ;̋ȋѤȆ�TYʊWǨƬˇÌ̟̼ʬơʨѤŶD̐

ËˏĈӀɭƬćĸǄ˔DĈƔMyriadS��ͽé˫ΡƬMyriadS�ԚЖƫƣǔD

Ó;ɏƈώƬ!Ѐ6/�MyriadɪÏ2013Û6j13iǞć�ͽMyriadÏ̟ǞĒˏ

ĈͼɤǨƬ!ÛFԚÞИ7.78ѹȗO�ČЉS�Ï˫ΡǨԚÞLГ�ÛÝƿ

26.92%�ЉS�ÓùǈǭԚЖƬÝƿ�ȷ˙˽(˟ʝ�é̼ʬơʨ{ǷĎĔàQ

b=(intron)ÿȆʼОTYʊWǨƬˇÌYHЄDNAFγˏĈӀɭƬҸȩǷĎ

ËӀ�ŎÌԑ¥řȓĤ̅ϖƬίĳ�3ȷ˙˽(ʝҸ�̼Ǩ�¤gː˟ļMyriad

ɪFгƔʼОTYʊWǨƬˇÌYHЄDNAFˏĈӀɭːгƔ¥řˇÌԗ

̅ϖ΅ɒƬ�ʖ̅¬Ƭ֡WίòՄʍќ̒Ӝ�ŎгȎն҇ʾȭԫƬǰӕ͛ŗ�Ì

ԑƬ�ĚǤֆ� 

̏&ϱ  Ȓļң͉ќȒļhơ  

̏!κ  Ȓļң͉  

¤ҸgÀN̓ˇÌYȎնÊΠƬŶϷ�Ŏ˟ļˇÌԗ̅ϖƬ̅ǖβ΅�ԗȃ
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Ή�{YˇÌˏĈŤǣƬ΅ɒ�xȤˏƞƔˇÌˏĈӀɭƅYíͽ̅ƪơǑƬ΅

ɒЛΉ�FǨ�˟ļƽͫF̼ȪȤƬćĸMyriadɪ�֮вşΡ̣ӡΉƬʕΐŎЈ

֟YҸȩ�˟ʝˇÌˏĈƬǱŅÉ{Y̆ό˻�ˠΖ˟ʝЉɪǨˇÌԗ̅

ϖƬ֡Wќǰӕ�̼Ǩ�гƔˇÌԗ҇ʾгƔ�{ǳòƬÌԑˢǳ{YĢ˃Ǳ

ż�{˦ŧƬЄĊhɪ͛ŗǤֆ� 

̏&κ  Ȓļhơ  

¤Ҹgԕ˦gտ˟ʝơ{ȗ˃ˇÌˏĈƽÛř̼ȪȤƬćĸThe Association for 

Molecular Pathology et al. v. USPTO and Myriad Genetics, INCȆxέ�Ր®˟ʉ˃

Q�Fы̓9Ҹg�ͫ��ӑƳɧւΖÿΊЏɥʯȆʽègտ�{֮в'֥ˇÌ

ӀɭƅƬƨֆίéՄʍÝg�Çɦ�{ȗ˃F¶ơŘȆȒļгΣ�џθ˃�Ȏն

ćĸƆćŘ�N̓Ȏն¶ơțͧ{YȎնơ��̼Ǩ�ѓËmГӑѦ{YŁЈ�

ÿȆ¤Ҹg͛�ǤֆFŔӘ�{ͫÿȆſǨ̜̃ȎնƨֆFʽèŔӘ�ʩ%gտ

{��ί!ĳ˟ʝâćĸг̅ϖF҈֗{YÈxȤS�΅ɒFϘƣ� 

̏-ϱ  ¤gǼн{YÈ̶ѦƖ  

¤g®ˇÌ®ˇÌƬ̕ÝќȒļβŴ�ȣ¬îˇÌȒļƈ¯ҴƬˏĈǈ֔{Yˏ

Ĉ�Ě̄ƣ�ˠΖN̓ƽřˇÌˏĈȒļE̼ȪȤƬΡ̣ɪThe Association for 

Molecular Pathology et al. v. USPTO and Myriad Genetics, INC{Y̼ϔƬȗ˃̼

ʬơʨćĸ̼Ǩ͛ŗ˃Q�ˇÌˏĈà�ʖũţǰӕƬɆÌ{YˏĈ֚'ȭг

e0ǭàƬˏĈÓàȭгˏĈͼɤ˜ƣFǤֆ{YǨ֑гƔ¬Ĥ̅ϖ̅¬F҈
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֗Т� 

 

̏!̶ їҸ 

¤̶xȤÏѦƖ¤ҸgFȒļʻӠќ²Ƭ�{YȒļң͉ūƈŖFhơ�ŎՐ

®¤ҸgFƻǼнӒbǨ֑È̶ϱFQɐ� 

̏&̶ ˇÌќ�ɱɩԸɩѯN̓ 

ˏĈȆȓĤќơǧΎËé¬FŤǣ�ȆęӜ˟ʝˏĈYćĸFQɐ�ѴÀ%Јş

ɩcȓĤĤ̞FƈÏ�Ìâ¤̶͑ˇÌ{Y�ɱɩԸɩѯίòN̓� 

̏-̶ ˇÌFʾϖԑ-֥�ՂՔԝӐĲβ΅ 

®ƔˇÌ{Y�ɱɩԸɩѯFʾϖԑxȤƔ֥�ՂՔԝӐĲFβ �̈́Ìâ

¤̶N̓ȎնFՔԝӐĲβ΅{Yԑ� 

̏�̶ ˇÌˏĈŤǣ΅ɒ 

¤̶N̓ȗ˃ˏĈŤǣF΅ɒӡΉ�{YȎնȪȤćĸ�xȤ͑ˏĈӀɭƅ{Y

íͽ̅ƪơǑίò˟ʝ� 

̏I̶ The Association for Molecular Pathology et al. v. USPTO and Myriad 

Genetics, INC 
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¤̶{The Association for Molecular Pathology et al. v. USPTO and Myriad 

Genetics, INC!ɪȆxέ�͑ɪºțͧίòѦƖ�Ŏ͑ŝ̬ƨԾ{YÎhơʨ�

ԩŊ0Ρŉʣơʨ{Y̼ʬơʨFćĸΎƙ{Yćĸ̃®ίòѦƖ� 

̏R̶ ˇÌˏĈFŅÉќ̆ 

¤̶͑Myriad!ɪćĸǨгƔ̅ϖ{YЉS�F҈֗ίò˟ʝ�Qɐ�Ĕ̼ʬơ

ʨ¥ЈFƨֆ{YǨ֑USPTOŪԑ̼ʬơʨćĸéϔУăF҂ǽǮǓQɐ�é

Ï̅ϖȉ{Y҇ʾȭǑ˟ʝÌԑhÜ� 

̏"̶ ˇÌԗF̅ϖп֡Т 

ÏˇÌˏĈŤǣŅÉβƓFǨ�Ӝ֥̅ϖːϕàȪ;ŅÉƬĭ֡�¤̶͑Ǩ֑̅

ϖŅÉίòТ� 

̏)̶ ΎҸќǤֆ 

¤̶ѓËÈ̶Ҹȩ�ӜË¤ҤҸgȒļΎƙŎ͛ŗгƔ҇ʾ{YȎնȽơFǤ

ֆ� 
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̏&̶  ˇÌќˇÌԗ̅ϖN̓  

̏!ϱ  �ɱɩԸɩѯќˇÌ  

�ɱɩԸɩѯ (Deoxyribonucleic acid, DNA)FɷƅȆԌÕԀπʞɠ�ϩ̔ȝѴȤ

!TȆ&ɦ�DNAϕίòҲѡ�֧.!~Ƭ̔ȝÕàȎÇƬDNA�ϩ̔ȝѴȤ

Ƽ̄ǻэɷŶ̝°һ(Protein)ɦ�DNAϕίòՓԄÿ(Transcription)�гϤşƈ

֏˕ƬԀπЏʞ̅¬ɩԸɩѯ(Ribonucleic acid, RNA)�éRNAÃ̭ЛՓֈÿ

(Translation)̅¬̝°һ� 

Ы2-1 ՓԄYՓֈЛΉ  

DNA̭ЛՓԄğÝRNA�RNA̭ЛՓֈğÝ̝°һ  
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         Џɥřϝ: thenakedscientists1�¤ҸgӜ̃(2015/11) 

ÏΎн0�DNAǷՐ®�эDÇэոƬ�ɱɩԸɩѯ̩ΎéÝƬƿյƫT=�

Ɇɩ¬ƪƬDNA͡Ɣ̔ȝһϩE�éʀɩ¬ƪƬDNAǑÕÏƔ̔ȝɩϩE�

DNAՐ®�эDÇƬɩ�ѯ˧Äλĝř֏˕ԀπЏʞ��ĔϽ־ 	ֱadenine, A
�

̸ԣֱ־	guanine, G
�ʔϽֶֽ	thymine, T
Yȝֶֽ	cytosine, C
�Óƙ

{ֶֽūֶֽʦг�ϕÌȆŝƳƬ֥Ӧ]>ūΫ]ѭ�ͼơàɤğÝէŶƬ˷

Թ��!hȭ�Óƙ{ֱ־ūֱ־ʦг�ǑϕÌȆŝƳƬ֥Ӧ];�Ʋγ0ЛƔ

ӖԔɸ>�éęÁĺàӠϕğÝ˷Թ�ŝƵγ̼ęȗƬʦг μǷϽֱ־	A


ќʔϽֶֽ	T
ğÝŝȻ˷Թ	̨˔{ A = T Ƽµ
�̸ԣֱ־	G
ќȝֽ

ֶ	C
γğÝ 3 Ȼ˷Թ	C � G
�3͑ǷѦ�̧ȻhÜ�{Иţ̼ӀϩƬƲ

γ˧ÄY̼էŶƬԹΎ� 

˷Թ�̈pƅÿќ֪ˇǫ�ˆ֛Ƭ*ΰ�̬͑DNA ՙԮ˰ΎнƬէŶƅ�Ŗ

şŞàǈÕԀπЏʞƬʖ*�ʩâF�DNAн̬{ՙԮ˰ƬğÜՋ�Ħ A�T�

C�G Ί 4 Ȼ֪ˇǈ֔ÏT=ʫǼQʵ�Ŗ�ȹȬĂũţ�*ʁ՟ébʠȔ֡

ƬӠ́�ͽé�̧őǈ֔ІϳŎǄͼӔ�ԓ�ÌȆ DNA ŝƵƬԢѯɬ˕àm

Г˘ƬȧП̚�ɐƕŖŝƵγ̅¬¢*�̬ÝՙԮ˰ΎнªЈ�Ŗ˙ DNA ֡

ƅ�ÌâÏ̔ȝԜЭ.�DNAϕՋÏ̝̕°(Histone)0�®ђֵѯ�ֵѯΊ

֪ƅֵˇѯнÝƬ̝̕°�ʖEū DNA ԢѯɬƬȧП̚éȬĂşDØŶƬÌ

ʈ�®ƔђֵѯќֵѯƬ pKa ȷTĆǷ 12 ќ 10�Ï pH ȖȆ 7 Ƭ¬̃˴
                                                 

1 http://www.thenakedscientists.com/ (Last visited on 2015/12/15) 
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º.˕§П̚�Ŗ˙̝̕°ќ DNA àį;ƬΎË*�ίéՋÝǹï֥�Ì

âÏ§˔¬̃ƫƣ.�'ոƬ�ɱɩԸɩѯȆ%ǈǭΎнէŶ�ՋÏ̝̕°0�

éнÝǹï֥ÕÏƔ̔ȝɩϩE� 

Ы2-2 DNA{YHistoneΎн  

           Џɥřϝ: biology2�¤ҸgӜ̃(2015/11) 

ʩâF���ɱɩԸɩѯ¸�Ĕintron(͚(ĝÄ){Yexton(Ƽ̄ĝÄ)�͚(ĝÄ

(Intron)Ɔ҅˳ƬDNA (junk DNA)ÕÏƔʀɩ¬ƪYɼȀFԀπˇÌEƬ�ɱɩ

ԸɩѯĝÄFE�şDϕ̭ЛՓֈՓԄÿ̅¬mRNA{Y̼̗̅ƪ̝°һ�é

Ƽ̄ĝÄ(exton)Ǒ̭ЛՓԄÿгԑğÝmRNAŎ̭ЛՓֈ̅¬̝°һΊ̼̗

̅ƪ�͚(ĝÄƬÕÏ�ʖǷȆ%ǈǭΎнէŶƆǷԏĊՓֈÿ�éD̅¬̼

̗̅ƪ̝°һ�ÌâȠ®̝°һÍˤгԑFDNAĝÄ�ːDϕ�Ĕ͚(ĝÄ

(Intron)FΎн� 

                                                 
2 http://biology.gsu.edu (Last visited on 2015/12/15) 
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éˇÌŔϤ'ոˇÌŭÊ̠Ǒ(Guidelines for Human Gene Nomenclature)ŶϷȆ

�!Ȼ�{нÝɷƅğзƆ�ʖƬDNAsǿ�Ïʐ_հƖş�ʖƬ˜ƣ.�3

�ŶϷȆŞàȎÇՓԄƆÇϝɷԾƬˇÌĝÄ���ՉéŃF�ˇÌǌȆнÝǻ!

ɷŶ�ʖsǿFDNA� 

̏&ϱ  HЄDNA N̓  

HЄDNA	complementary DNA�Ԥ҃cDNA
Ƿ!эĈʢՓԄ��{RNA	̨

˔ǷmRNA
ȆҕƛÿÝƬҲѡǖ�®Ɣpre-mRNA ÏğÝmRNA ǐ�ЉƵЇ

ƬƈàQĔ=ϕÏʷUЛΉE̟ʷʩ��ɺ.˕àԀπʞɠ�ŎvϕÏˠ.řƬ

ՓֈЛΉEğÝ̝°һƬ�֣=�ÌâmRNADĔàintronƬĝÄ�Ìâгԑş

ʢՓԄé̅¬ƬHЄDNAÏΎн03DϕĔàintronFĝÄ� 

Ìâ�ÏΎн0�ɆŴƬDNA(genomic DNA, gDNA)ŞàexonsYintronsƬΎн�

éŖmRNAίòʢՓԄé̅¬ƬHЄDNA(cDNA)Ǒρàexons�éDŞà

introns�ͽÏ�ʖ0�ŝƳȋŞà�̅¬̝°һ�ʖFexons�ÌcDNA Ɣ¬

ƪȓĤб֤0Ƭ²ƬČȆǈÕϩ.§ÏƼ̄ƬˇÌ�ÌâĝÄEDϕàDƼ̄ƅ

ƫƬQĔ=�{Y̟ĬŤvĺàƼ̄Ƭ�֣=̯T�éǄЉDNA ƈ�ĔƬÁґ

Ԁπʞɠ12�ǲcDNA ūDNA Ïƪ̃ƅһ�¬ƪƼ̄0Làƈɕ̇�þà!Ծ

ȷ˙ƞόƬǷ�ȠZՓԄƬ²ҔmRNA Qϗ_ƆŎͼQĔ=�Ǒà�ʖcDNA F

                                                 
3 “A gene is defined as: “a DNA segment that contributes to phenotype/function. In the absence of 
demonstrated func- tion a gene may be characterized by sequence, transcription or homology.” 
Hester M. Wain, Elspeth A. Bruford, Ruth C. Lovering, Michael J. Lush, Mathew W. Wright, and 
Sue Povey, Guidelines for Human Gene Nomenclature, 79 GENOMICS. 464-70 (2002). 
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ĝÄϕќɆ¬RNA ȎÇ� 

 

 

 

Ы2-3HЄDNAYɆ¬DNAΎнɕ̇  

 

Џɥřϝ: kuleuven4�¤ҸgӜ̃(2015/11) 

®ƔǨ֑MyriadɪE�гƔˇÌ��ɱɩԸɩѯYHЄDNAƬΎн0àÐҵÐ

Ҹȩ�ǲÀN̓%-ƳΎн0{Y�ʖ0Ƭ̇Ç�éˇÌԗƬȃΉǑ{²ǐx

ȃƬPCRhÜU(�N̓²ǐԫĞ0xȤƬˇÌԗhÜ�{ĈՕ˹ˇÌˏĈȫ

ԤќhÉĭ֡ǨгƔ̅ϖȉƬ҈֗� 

                                                 
4 http://itf.fys.kuleuven.be/~enrico/Research/cDNA.html (Last visited on 2015/12/15) 
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̏-ϱ  ˇÌԗFʾϖԑ-֥�ՂՔԝӐĲ  

֥�ՂՔԝӐĲ(In Vitro Diagnostic Devices�IVD)ǷǮƔɻɼƆş}ƫƣF

ՂFЋӏ�ѺӐќĽ̒�àĆƔ!ʘƦǮƬՔԝӐĲ(medical device)�xȤ

ǷǮDƮˠˠօ'֥�Ĉŧí'֥Ƭñ˸�ě˸�ş}֥˸Ɔ̕ՊUsΊ�ί

ò'֥�Ћ֤ƆTƜƬՔԝӐĲ� 

̅ǖ�ǯ.Äκ²� 

!�ԗ֤ѺӐ̢̺�ƔՔʨԗ֤̯ǀƆԗ֤Ec�ǷĈDÇƬʴѺӐ�ɬ

ӘҔկƪһƆʞЂřίòԗ֤ćŶ�ÌââոѺӐ̢̺LѴȤϑʦȎնԗ֤Ћӏ

C˙{ęÝԗ�xȤTȆ�;ո�ЏɥÓ.���ˇƔʴѺӐϑʦDÇǚÜ

Ƭԗ֤Ћӏ�,�ːԗ֤ѺӐ̢̺TȆӀƔβƓÜĽ̒Ɔǡ̲ÜĽ̒F̅ǖ� 

1. ԫĞWӑTƜ̢̺��Ĕ¬W/WӑTƜ�ñɰTƜ�ПƟTƜ�҄Ɯě˸T

Ɯ� 

2. ϋ¬ƪTƜ̢̺��Ĕ̔ΙTƜ�ɼȀTƜќş}ɼɆTƜ� 

3. ̝°һ/ąȊTƜ̢̺��ĔƓɑƅąȊTƜ�ǄƓɑƅąȊTƜ(Ĕӱ¿ąȊ

TƜ)ќ̝°һTƜ� 

4. ñɘ/ñ˸TƜ̢̺��ĔñïʈTƜ�ñ̂ȥґ�ȃÜ̔ȝTƜ�ӎñ�ʖ

TƜ�ñǚTո�̕ՊUsќñɘӪԗ� 
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®Ɣԗ֤ѺӐ̢̺{ǡ̲ÜĽ̒Ȇx�3̬Ý֥�Ղ̅ϖθEÏБ˃;҇e0�

�üʬИ70%{0��ǯAbbott�Roche�Bayer�Becton DickinsonYJohnson & 

JohnsonΊ�éÏ�֭�͋ǑÌQѴàȫ�Ìâ�֭Ȏն҇ʾ̰Ƿ{�ӄ�͋Ȇ

x� 

&�ԗ֤Ћӏ/ʎ�Ɣ֥��{ě˸�ԣǇ�ñ˸�͆˸Ɔş}֥˸Ȇғ¤�

{ԗ'֥Èκʱ˖ǮҔƆ¬̃ƫзƬЋʎƆЋլ?Ş��ǯġ̪ԗ֤Ћӏ�

ԗ֤Ћʎ�ѺӐʴÜԗ֤Ћӏ�T=ԗ֤� 

-�ş}ήճ̜̃ѺӐ̢̺�ŶϷȆ§Üίò֥�ԗ֤ǐ�LѴίò'֥̕ՊƬ

˦θƆ̜ �̃ˏ ǀƔίò0ȩǐϳÿϖ�éDƮˠŖƔԗ֤ĳ֩ƬѺӐ̢ �̺

�ǯcӠ�˹ȄӠ�ғǖѡ̺ѺӐΊ� 

֥�ՂՔԝӐĲ˚Ȓ΅�ѡ̬�ЖӺ�Ŗ̰ŔşTʌũţDÇΉǣƬơǧ̠

ң�ԬŘéŃ�ÏȒ΅εǿ�ʖѴȤˈòԫĞǐЋ֤�{հƖşØÁƅќ�ɤ�

Ïѡ̬εǿ�ǑàԊŀѡ̬̠ң(Good Manufacturing Practice, GMP)̢҇Ҕϡ�

̼Ǩ�̅ǖȤÏ²Ƭ�͋0�FǐѴȤ¯ҴÈ˃Ұ¬xѐӠնƬ̡�հ�ԬŘé

Ń�Ƞ̅ǖȤÏ�֭0�ѴȤÉҰ¬ьĈ̯ȴǖլƪѐ̃϶¯ҴՔԝӐĲ̡�

հ� 

ՔԝӐĲŔϤȲԆƬʬĂÿTʌ{hǇÈ˃ՔԝщϫӠնѐ �̃²ǐ�֭ՔԝӐ

ĲŔϤȗ˃ȴǖլƪѐ̃ĚƬ̠ңŔϤȲԆΉǣTȆ-ȻΊʌ�̏ !ΊʌȆĂȲ

Ԇƅ�̏ &ΊʌŞàEǣȲԆ�̏ -ΊʌǑàʬǣȲԆƅ�ԬŘéŃ�!ʘ7ϴ�

ͰƹͮΊ֎Ɣ̏!ʌՔԝӐĲ�̏&ΊʌՔԝӐĲ֎ƔEǣȲԆ��ǯiԒǚƆ
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iƎǚԻğ̌մ�ñӫӠ�ñԎȥ�֥ϟȥ�êϟо�Ұ¬Ͱ˴�ǈԆɋ�Ăή

ƠƥԝѺΊ�̏-ʌȆʬȲԆՔԝӐĲ��Ĕ̠Щͯ(ƅ�ϳ('֥QƬ��ǯ

ưҬŏƇͯ(ƪ�ǎƫʻʕñѐfǼ�cǧҷϱӐΊ�IVDƬΎƙņ{҈֗Ȫ;

Քԝĸ�̨˔Ȇ֎Ɣ̏&ʌ{0�ȠȤÏ�֭ŧ˙ՔԝӐĲ̡�հ�̏!Ίʌ

Ƭ֥�ՂՔԝӐĲ�ѴȤ҇ʾíĢǞĒŎԫՃӼ̃ը϶UΎɧČ��̏&�-

ΊʌƬ֥�ՂՔԝӐĲǑѴȤ̨Л̏&ΊʌY̏-Ίʌ֥�ՂՔԝӐĲǽ

֤΄ʜ҂ǽ�̏&ΊʌY̏-ΊʌIVDÏԫĞЋ֤EѴȤЋƬκ²�Ĕ֨˭ǣ

(Sensitivity)�ɷ̇ƅ (Specificity)�ϡҠƅ (Accuracy)�ђˎǣ /Ã̄ƅ

(Precision/Reproducibility)��� μʽèBՁƅȒļ(Interference study)�ʤϛƅ

(Traceability)�ØŶƅ(Stability){YֿȷƬҠѤ (Cut-off Value)�ŔϤ�֭ȴǖ

ȴǖլƪѐ̃϶Ƭ̒ȥ�̏&ΊʌՔԝӐĲǽ֤΄ʜ̨˔ѴȤ140[�̏-Ίʌ

ƬՔԝӐĲǽ֤΄ʜǑѴȤ200[�ÏE˃®Ɣ'7ГÐ�ÞɪГġ�ԫĞЋ֤

�ė�Ȭî6ȻjƬɦγ�ͽéE˃ȴǖլƪѐ̃Ě҂ǽɦγГƿ�ѴȤ14Ȼj

Ƭɦγ�é�֭ԫĞЋ֤�ėѴ14ȻjƬɦγ�éǽ֤΄ʜɦγ�ėȆ6Ȼj�

Ӝ֥éŃ�ÏE˃ќ�֭ίòԫĞЋ֤ќǽ֤΄ʜԥÂѴȤ20ȻjƬɦγ� 

̏!κ  ֥�ՂՔԝӐĲ�͋N̓  

2012Û{ǐũţҗοÆӠ҈֗{Yȗ˃ͧɰ͔ӿҪ�È˃ǱżՒϐΟúՔԝf

�ƬË̃ƅ�Ŏ̭ЛҐϱǈԆΑ|FǱřͶ_ʟǱf��ǲ2012ÛÁ̂ՔԝӐ

Ĳӄ˂ÛÝƿ́ρ3.0%�ƾ՛Ȇ3,046ѹȗO�2013Û{řÁ̂ϲԘ̫уÑՓ�

Aβ΅˃ɏEʬ֍'7�mГʬƬȗ˃{YҗϪEϲԘ֥һГÑƬ˃ɏÓ҉˃

Yơ˃ÏՔԝӐĲѴĵ0àDԃƬƼ̄�ϔӯ�͋ÓE˃�aó�ǋիͣ�Ƙť
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YӌóɇΊ̵֑͛�ĭΒՔԝˇՇ̢ǳƬȎնǱ�͛ XӜ֥ՔԝӐĲƬ˦ԲѴ

ĵ�®ʬǣÝƿƬϲԘ˕ʻՔԝӐĲƬʾӠ�²ǐՔԝӐĲ̅ϖ�͋θELθE

ƔI;Aβ΅vçÛ'7ґГʬƬ˃ɏ�ȗ˃�i¤�ơ˃�҉˃ќE˃�mË

ȥИ65.5%�şEȗ˃Ȇ̼xȤ�͋��mИ39%�şEȗ˃{YE˃�͋ũţ

çÛ'7ґѿ�{YϲԘÝƿ˕ʻ��mǭ֑ѿ�ϩE� 

 

 

Ƽ2-1 ՔԝӐĲ̅ϖ�̠͋ҕќÝƿ́  

ՔĲ̅ϖÝƿň̪�ΪΩѡլ̅ϖ �

Á̂ՔĲ�̠͋ҕ/ÛÝƿ́�ͅõ: ѹȗO/åTm�

 
 
 
 
 

 

 

Џɥřϝ: BMI (2014/05)�¤ҸgӜ̃(2015/11) 

ɬӘEvaluateMedTechТ�֥�ՂЋӏːϕǷՔԝӐĲ̅ϖEÝƿ̼ġ̪�

ÇɦüӜ֥ՔԝӐĲ̅ϖ̠ҕ̼;Ƭ=̅ϖ�ԅΖȻ'WՔԝԳυÝƿ� 

EvaluateMedTechТúî2020Û�Á̂ՔԝӐĲ̠ҕː�И4,775ѹȗOF̠ҕ�
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2014-2020ÛFÛÝƿ́Ȇ4.1%�é֥�ՂЋӏ̅ϖТúÏ2020Û�Иţ673

ѹȗOF�̠͋ҕ�üӜ֥ՔԝӐĲ̅ϖF14.1%�2014~2020ÛFCAGRȆ5.1%� 

Ы2-4֥�ՂՔԝӐĲ�̠͋ҕ  

 
Џɥřϝ: EvaluateMedTech (2015/09)�¤ҸgӜ̃(2015/10) 

®Á̂�֮͋в�֥�Ղ�͋®;҇ՠՂ�ԫĞWӑYąȊӑѵ˄ǐI;҇�

üʬИ85.8%�֥�ՂՔԝӐĲ�͋{ԑȭ�ʼTȆԫĞWӑYąȊӑ

(35.8%)�T=ԗ(9.5%)�ñӫщ(20.5%)�ŶԾϤ֔(11.8%)Ί�ɬӘF&S{

YIEKƬЏɥ�ÏÈ֥�ՂƬTոE{ԫĞWӑYąȊӑƬԑ�̼͋;�Á

̂ѵӒ҇ʾhȭ�ԫĞWӑќąȊӑ֥�Ղ�͋{Siemens Healthcare�Roche 

Diagnostics�Abbott Diagnostics�J&J�Beckman CoultureȆǐI;S��Âü�

͋85.8%�Á̂T=ԗIVD �̠͋ҕȖȆ47ѹȗO�{Roche Diagnostics�

Qiagen�Gen-Probe�Abbott Diagnostics Ȇǐ�;S��Roche �ǘ;͒ѵÀ

ş}S��Иƽ-Ý�ǐ�;S�Âü�͋60.8%� 

ÏE˃�͋ϩE�Ýƿ̼ġ̪ƬÇғȆT=ՂκՔԝӐĲ�xȤ҇ʾhȭիo

üm̏!�ͽümA.Ȭî15.8%�éŒˉ�óǀ=ümA.Ȭî7.8%Y4.8%�

ȎгƬ�E˃˃Q;҇ИØ�ȓΕ�͔Ǹ�ɿΒΊümTĆȆ12.5%�9.0%�5.4%
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Y5.1%�˃ѳ;҇ÏE˃ѡ̬ƬԳυ.AϲDŞàԊυ�éE˃˃QŞàГѵÀ

Ĥ̞F҇ʾ¥řF΅ɒƅГŕ�é�֥֭�ՂՔԝӐĲ�͋ÛҲËÝƿ́Ȇ

6.1%�҇ ʾÐ¬̅̏!�&ΊʌՔԝӐĲ��֥֭�ՂՔĲ2011ÛƬ�͋Г2010

ÛÝƿ5.7%�Тȥí2010Ûî2017ÛƬÛҲËÝƿ́И6.1%�Тú2017ÛƬÛ

Ýƿ́И6.4%��֭2020ÛƬ֥�ՂՔԝӐĲ�͋Тú�И4.55ѹȗO�ԗΝ

˃QՔĲ̅ϖT�ƫƣ�¬̅̏-ʌՔԝӐĲρ�Á̯ϖƳ7%�̏&ΊʌՔĲ

49%�̏!Ίʌ44%� 

̏&κ  ˇÌԗ̅ǖβ΅ȃΉ�ԗĳ֩{YxȤԑ

  

֥�ՂՔԝӐĲxȤȆT=ԗ�şҔƬxȤȆˇÌ{Y̝°һƼ̄�şE�

ˇÌԗȆ¤Ҹg˟ʝȪԾ� 

'ոƬˇÌÏĴȻ'ոȻ֥ϩḚàő̡ƬDÇ�éŋőӒȞɻɼƬDÇˇÌĝ

ÄюFȆˇÌȔ֡(mutations)�éϩˇÌ֥�ՂЋǑǷːɆŴƬDNAĝÄϲ

®T{YʊWFǨ�ū§˔ƬˇÌĝÄίòmг�̌ ÌՂ(genetic diagnostics)

Ȇ֥�Ղ�͋EƬ!̯T�ǌ{ԗȻ'ˇÌĝÄȆ?Ş�ħ�'֥Q˕àƬ

ˇÌǚ�ʧгȻ'ƈ˕ˇÌéG{ƥԝƆĭ֡¬ȅ̘и�Ր®{͛ßːɼ˛˕(

ɻɼƥԝЛΉϩE�ʩ%�{;͛ʬɼ˛Ƭƥԝɤƙ�3�{Ȇ¬Ĥ̅ϖ{Yѡ

լϖ˕řա;ƬʾӠ�şáǑȆ�լˇÌԗ��éլԗ,�ŔϤԗѴ

ĵTȆ˧ʩʸÿƬˇÌԗ{YӾәƥԝլƪƈƬԗ� 
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ˇÌԗ̅ǖƬβ΅ȃΉ�˚ȒļˇÌќɻɼƬȎնԩβŴ�Ր®̒ȥɼ˛ќ§

˔'ˇÌĝÄƬ֡W�ħ�ќɻɼնԩƅГʬƬˇÌ�ЛΉϩE�̖Ӧ;ΰƬɼ

˛ЏɥŎǤ¶ЏɥɘȆʖĎġ̪ħţгԑˇÌƬնԹ�éǤ¶ЏɥɘƬЛΉϩE�

®ƔDNAÕÏƔ̔ȝɩFE�ȠȤħ�гԑƬˇÌ�ѴȤÀίòT{YʊW

FЛΉ�ŖşÝȆTYʊWǨƬˇÌ(ͅDNA�ƆюȆisolated DNA)� 

ˇÌԗhÜ²ǐL{PCR (polymerase chain reaction)Ȇx�Ĥ̞ÝқէŶ�PCR

Ĥ̞Ï1986Û¯Ҵţȗ˃ˏĈîMAÝȆԗxȃ5�ʩ%ŶƅF��3à�Ŷ

ΰƬ�ʖ�ǨřίεƬReal-Time PCR(RT-PCR)į�{Ր®ӱ¿ZԑʴĴ!á

͕Ԝƈ̅¬Ƭɩѯΰ�Ìâ�RT-PCRʩ%ŶƅF�3�{ИţђϡƬΏгŶΰ

Ƭ�ʖ�Ŷΰ�ʖÏƔ'ոŏȔɼȀ(Human Papillomavirus, HPV )�CǚľƧ

(Hepatitis C virus, HCV)�{YBǚľƧ(Hepatitis B virus, HBV)ƬƥԝEĪпնԹ

łï�Ŷΰ�ʖ�{ԗɼ'֥QƬɼȀΰ�˙ƯɼȀΰ�{֠Ŷɼ'Ƭύǹƫ

з�Οúլƪԝɤ�ŎТƥԝƬÝ�́� 

PCR Ĥ̞Ɇ̃ęÁ¹ϤíͽȉDNA ËÝƬĳ �֩�Ƿ�{íʻWéɆ̃Ȇίò

-Ȼĳ֩Ƭ͕Ԝ: DNA Tβ(denaturation)�b=ϣËYb=žûÿ�éb=Ƭ

                                                 
5ɬӘBCCȒļ͌Ӓ�Ï2014Û�Á̂T=Ղ�͋AИ217ѹȗO�é{2015-2020ÛFÛҲË

Ýƿ́12.5%úё�î2015Û�̠͋ҕȆ252ѹȗO�î2020Û�̠͋ҕ�˱Иţ452ѹȗO�é

{PCRȆԗhÜƬ�͋Ɣ2014Û�̠͋ҕȆ101ѹȗO�2015-2020ÛFÛҲËÝƿ́Ƞ{

11.1%úё�î2015Û�̠͋ҕȆ115ѹȗO�î2020Û�̠͋ҕ�˱Иţ196ѹȗO�²ǐ�PCR

hÜLȆT=ԗƬxȃ�ˇÌԗȠ{ԑhÜʼT��ʼTȆ(1)լƪŖF÷ԅՂ�(2)

ԀπˇÌFԗ�(3)ϋ¬ƪͲɺԗ� 
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ǚзǑȆcDNA�ԗ'ɈՐ®ԗ֤҇ʾƈ͛ŗƆíòËÝƬb=�ίòԗ�

ËÝcDNAb=FĤ̞ŎDĖշ�̄ÏÐґ҇ʾȈî;ӑƆȒļӠнƬб֤ǟė

àʖ*ËÝcDNAb=�˝ɕ̇ρÏƔǨ֑ԗFɤ́�éԗƬЛΉ�Ó.�

ȵÀ®ɼ˛ŧ˙Ƭԗ֥-ՙƵDNA �Ĉʬϟ�ҜéːFTβ�ȠǷϟǣȬĂ�

&ƵDNA ǇàӠϕÃΎËÏ!ʠ�ˠΖŖb=ƬϣË�̨˔PCR Ĥ̞ƈƬ

b=ėȆ!гаɩ«ѯ>sǿ�Ĵ!Ȼb=Èíќ!ƵDNA HЄ�b=#ǷĈ

DNA ËÝѺËÝƬ�şĝÄǷHЄƔ˵ίòƓ;FDNA sǿ&яƬĝÄ�

ϩίòϣËɦ�ՐΖϟǣƬȬĂ�&Ȼb=ÈíHЄƅÎΎËîşͅƵƬDNA 

ҕƛ0�Ύƙ̬Ýş3'яȎгƔ3'я�®Ɣƈ�(Fb=Ӣǣėǥʬ�ǲàĈƔ

b=ќDNA FγƬϣË�éŖ˙DNA-DNAÃΎËÍ�ƬӠϕ;;ȬĂ�̏-

Ȼĳ֩Ȇb=žûÿ�ČՐΖDNAљËַίòËÝ�®b=̜�βŴ®5'ſ3'

hÉ�ːdNTP ŔϤҕƛ0ƬĝÄ�{şHЄƬɩ«ѯ�̫!ˠ0��Óâ͑ğ

Ý%!˴ϔƬՙƵDNA� 

DNAmгƬЛΉϩE�ѴȤţƬb=ČȆcDNAΎн�ȗ˃í˚1980 Û~β

ŴƉѤDNA ˏĈ{ř�ŎDɷĆʼTͅDNA ќcDNA FDÇ�̰ƉѤşŞ

àˏĈӀɭƅ�FǨ�҈֗ţҗϪ΅ɒ�ÏҗϪ�¬ƪĤ̞΅Ɩơǧǈ֔Ǯ��

	directive on the legal protection of biotechnologicalinventions, 98/44/EC
̏5 ˴

̏2 κ̠Ŷ��˚'֥ͅ�řƆƳ̭ЛȓĤЛΉƈѡ̬�řƬOʈ��ǯ!ˇ

ÌĝÄƆ̯TĝÄ��{нÝũˏĈǈ֔Ƭ΅Ɩ�ČǇâOʈƬΎнќíͽOʈ

ƬΎн!Ȟ ��éҗȂˏĈSȖǳò̠Ǒ	Implementing Regulation to the 

Convention on the Grant of European Patents
FR23	e
	2
3Ȇ!ҕ!ғƬ̠

Ŷ�ѤȆͅDNA ūcDNA ėŞàˏĈӀɭƅ�þÏǨȭгȗ˃Myriad ɪF
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N̓�`şȗ˃̼ʬơʨ2013 ÛFćĸ�ĭ֡%0ȩ֮Ƃ�ѤȆͅDNA ќ

cDNA FˏĈӀɭƅDÇ� 

̏�ϱ  լƪŖќˇÌԗ  

֥�ՂՔĲƬԫĞʩ%ԑƔՂhȭ�3ƔԏĊӾәɼ'ӀƬƥԝhÜ�

ΟúլɤƙūլǨщ �˞ϑʦլƬԗ̅ǖ!ʘюȆ÷ԅՂ(Companion 

diagnostics)�ԬŘéŃ�ŞàKRASˇÌȔ֡Ƭ˛ƳгƔԈĄլ҇F;ϺԞҔС

լƪх ˙Δͼɤ�ÌâԫĞ0Ŗх ˙ΔFǐ� ϕԗKRASˇÌ�®Ɣ

гƔլŞàȪ;҈֗�ŎDǷƈàԗKRASˇÌƬhṴ̟̈ȗ˃ȴǖլƪ

ѐ̃Ěɩ�ϩÿх ˙ΔƬ÷ԅՂ�éBRAFˇÌȔ֡˛Ƴ�ŖЁ֒ʈ�

Ąξïʈ±ҭԞҔСլƪTafinlar/Mekinist�ͽéϩլƪ0�ɦ͑Aϑʦ

bioMerieuxƬTHxIDTM BRAF kitÿȆ÷ԅՂ�éEGFRȔ֡Ƭ˛Ƴ�{Ŗƴ

Ԟƥԝլ˙ΔҪ(իo)�÷ԅՂÐŖիoƬEGFRˇÌȔ֡ԗ֤ɋ̕�®Ɣ

ԗΎƙƮˠ҈֗լ҇Ƭլƪӄ˂�ÌâԗhÜгƔլ҇řѦǄ˔ȪȤ�Ð�

լƪF÷ԅԗȋǷ®լ҇xӒ�Ð�լ҇ϕβ΅ќƥԝլƪϑʦƬ÷ÇƅՂ

Ћӏ�éгƔƻͫĺàϑʦ÷ÇƅՂЋӏƬҔСƥԝլƪ�լ҇3ϕ΅͞҈֗

*҈֗ԗhÜ�ÌâгƔş}ƬՔĲ҇ʾéŃ�ώȤU(÷ԅՂŞàȎϩʬ

Ƭշǣ� 

Ƽ2-2 FDAAɩɃF÷ԅՂ6 

                                                 
6 FDAAɩɃF÷ԅՂ֥�ՂЋӏ�
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լƪÊю  NDA/BLA ÷ԅՂÊю  PMA ԗ̢̺ѡ

̬ʾ  
imatinib 
mesylate 

NDA 
21-335 

KIT D816V Mutation 
Detection by PCR for 
Gleevec Eligibility in 
Aggressive Systemic 
Mastocytosis (ASM) 

H140006 ARUP 
Laboratories, 
Inc. 

imatinib 
mesylate 

NDA 
21-335 

PDGFRB FISH for Gleevec 
Eligibility in 
Myelodysplastic 
Syndrome/Myeloproliferativ
e Disease (MDS/MPD) 

H140005 ARUP 
Laboratories, 
Inc. 

Tagrisso® 
(osimertinib) 

NDA 
208065 

cobas® EGFR Mutation Test 
v2 

P120019S007 Roche 
Molecular 
Systems, Inc. 

KEYTRUDA® 
(pembrolizumab
) 

BLA 
125514/s-5 

PD-L1 IHC 22C3 pharmDx P150013 Dako, North 
America, Inc. 

Iressa (gefitinib) NDA 
206995 

therascreen® EGFR RGQ 
PCR Kit 

P120022S001 Qiagen 
Manchester, 
Ltd. 

Xalkori 
(crizotinib) 

NDA 
202570 

VENTANA ALK (D5F3) 
CDx Assay 

P140025 Ventana 
Medical 
Systems, Inc. 

Erbitux 
(cetuximab); 
Vectibix 
(panitumumab) 

BLA 
125084;BL
A 125147 

The cobas® KRAS Mutation 
Test 

P140023 Roche 
Molecular 
Systems, Inc. 

Lynparza™ 
(olaparib) 

NDA 
206162 

BRACAnalysis CDx™ P140020 Myriad 
Genetic 
Laboratories, 
Inc. 

Erbitux 
(cetuximab); 
Vectibix 
(panitumumab) 

BLA 
125084;BL
A 125147 

therascreen KRAS RGQ 
PCR Kit 

P110030 
P110027 

Qiagen 
Manchester, 
Ltd. 

Erbitux 
(cetuximab); 
Vectibix 
(panitumumab) 

BLA 
125084; 
BLA 
125147 

DAKO EGFR PharmDx Kit P030044S001-S00
2 

Dako North 
America, Inc. 

Exjade 
(deferasirox) 

NDA 
021882 

Ferriscan K124065 Resonance 
Health 
Analysis 

                                                                                                                                         
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/InVitroDiagnostics/ucm301431.ht

m (Last visited on2015/12/28) 



•‧
國

立立
政 治

大

㈻㊫學
•‧

N
a

t io
na l  Chengch i  U

niv

ers
i t

y

 

20 

 

Services Pty 
Ltd 

Gleevec/Glivec 
(imatinib 
mesylate) 

NDA 
021335; 
NDA 
021588 

DAKO C-KIT PharmDx P040011S001-S00
2 

Dako North 
America, Inc. 

Herceptin 
(trastuzumab) 

BLA 
103792 

INFORM HER-2/NEU P940004S001 Ventana 
Medical 
Systems, Inc. 

Herceptin 
(trastuzumab) 

BLA 
103792 

PATHVYSION HER-2 
DNA Probe Kit 

P980024S001-S01
2 

Abbott 
Molecular 
Inc. 

Herceptin 
(trastuzumab) 

BLA 
103792 

PATHWAY 
ANTI-HER-2/NEU (4B5) 
Rabbit Monoclonal Primary 
Antibody 

P990081S001-S02
8 

Ventana 
Medical 
Systems, Inc. 

Herceptin 
(trastuzumab) 

BLA 
103792 

INSITE HER-2/NEU KIT P040030 Biogenex 
Laboratories, 
Inc. 

Herceptin 
(trastuzumab) 

BLA 
103792 

SPOT-LIGHT HER2 CISH 
Kit 

P050040S001-S00
3 

Life 
Technologies
, Inc. 

Herceptin 
(trastuzumab) 

BLA 
103792 

Bond Oracle Her2 IHC 
System 

P090015S001 Leica 
Biosystems 

Herceptin 
(trastuzumab) 

BLA 
103792 

HER2 CISH PharmDx Kit P100024S001-S00
5 

Dako 
Denmark A/S 

Herceptin 
(trastuzumab) 

BLA 
103792 

INFORM HER2 DUAL ISH 
DNA Probe Cocktail 

P100027S001-S01
7 

Ventana 
Medical 
Systems, Inc. 

Herceptin 
(trastuzumab); 
Perjeta 
(pertuzumab); 
Kadcyla 
(ado-trastuzuma
b emtansine) 

BLA 
103792; 
BLA 
125409 

HERCEPTEST P980018S001-S01
8 

Dako 
Denmark A/S 

Herceptin 
(trastuzumab); 
Perjeta 
(pertuzumab); 
Kadcyla 
(ado-trastuzuma
b emtansine) 

BLA 
103792; 
BLA 
125409 

HER2 FISH PharmDx Kit P040005S001-S01
0 

Dako 
Denmark A/S 

Mekinist 
(tramatenib); 
Tafinlar 
(dabrafenib) 

NDA 
204114; 

THxID™ BRAF Kit P120014 bioMérieux 
Inc. 

Tarceva 
(erlotinib) 

NDA 
021743 

cobas EGFR Mutation Test P120019S001-S00
4 

Roche 
Molecular 
Systems, Inc. 
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Xalkori 
(crizotinib) 

NDA 
202570 

VYSIS ALK Break Apart 
FISH Probe Kit 

P110012S001-S00
3 

Abbott 
Molecular 
Inc. 

Zelboraf 
(vemurafenib) 

NDA 
202429 

COBAS 4800 BRAF V600 
Mutation Test 

P110020S001-S01
0 

Roche 
Molecular 
Systems, Inc. 

Џɥřϝ: FDA�¤ҸgӜ̃(2016/01) 

̏Iϱ  >Ύ  

�ɱɩԸɩѯ (Deoxyribonucleic acid, DNA)FɷƅȆԌÕԀπʞɠ�éÏΎн0�

DNAǷՐ®�эDÇэոƬ�ɱɩԸɩѯ̩ΎéÝƬƿյƫT=�Ȇ%іǭş

ΎнƬէŶƅ�şՐ®˷Թ�̈ pƅÿќ֪ˇǫ�ˆ֛Ƭ*ΰǈǭşՙƵΎн�

ͽéÌȆ DNA ŝƵƬԢѯɬ˕àmГ˘ƬȧП̚�ɐƕŖŝƵγ̅¬¢*�

̬ÝՙԮ˰ΎнªЈ�Ŗ˙ DNA ֡ƅ�ÌâÏ̔ȝԜЭ.�DNAϕՋÏ̕

̝°(Histone)0�®ђֵѯ�ֵѯΊ֪ƅֵˇѯнÝƬ̝̕°�ʖEū DNA Ԣ

ѯɬƬȧП̚éȬĂşDØŶƬÌʈ�®ƔђֵѯќֵѯƬ pKa ȷTĆǷ 

12 ќ 10�Ï pH ȖȆ 7 Ƭ¬̃˴º.˕§П̚�Ŗ˙̝̕°ќ DNA àį;

ƬΎË*�ίéՋÝǹï֥� 

ˇÌԗƬʾϖԑ�xȤǌ{β΅֥�ՂՔԝӐĲȆx�éÏβ΅ÝȆ֥�

ՂՔԝӐĲƬЛΉϩE�DNAѴȤ̎ʩ̝̕°ƬΎн�ŎƓ;ͅ!ˇÌĝÄ�

ŖşÝȆTŎʊWǨƬˇÌ�Ìâ�TYʊWǨƬˇÌ̧ғƬϘƂÏƔȒļ

Ƭßͫεǿ{Y֥�ՂЋӏƬβ΅εǿ�ĪпmГȪȤƬϻï�é̅ǖβ΅Ý

�Ǩ�ԗЛΉƈѴȤŖƬb=�ǑǷcDNAΎн�ȗ˃í˚1980 Û~βŴ

ƉѤDNA ˏĈ{ř�ŎDɷĆʼTͅDNA ќcDNA FDÇ�̰ƉѤşŞà

ˏĈӀɭƅ�FǨ�҈֗ţҗϪ΅ɒ�ÏҗϪ�¬ƪĤ̞΅Ɩơǧǈ֔Ǯ��
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	directive on the legal protection of biotechnologicalinventions, 98/44/EC
̏5 ˴

̏2 κ̠Ŷ��˚'֥ͅ�řƆƳ̭ЛȓĤЛΉƈѡ̬�řƬOʈ��ǯ!ˇ

ÌĝÄƆ̯TĝÄ��{нÝũˏĈǈ֔Ƭ΅Ɩ�ČǇâOʈƬΎнќíͽOʈ

ƬΎн!Ȟ ��éҗȂˏĈSȖǳò̠Ǒ	Implementing Regulation to the 

Convention on the Grant of European Patents
FR23	e
	2
3Ȇ!ҕ!ғƬ̠

Ŷ�ѤȆͅDNA ūcDNA ėŞàˏĈӀɭƅ�þÏǨȭгȗ˃Myriad ɪF

N̓�`şȗ˃̼ʬơʨ2013 ÛFćĸ�ĭ֡%0ȩ֮Ƃ�ѤȆͅDNA ќ

cDNA FˏĈӀɭƅDÇ� 

'ոƬˇÌÏĴȻ'ոȻ֥ϩḚàő̡ƬDÇ�éŋőӒȞɻɼƬDÇˇÌĝ

ÄюFȆˇÌȔ֡(mutations)�éϩˇÌ֥�ՂЋǑǷːɆŴƬDNAĝÄϲ

®T{YʊWFǨ�ū§˔ƬˇÌĝÄίòmг�̌ ÌՂ(genetic diagnostics)

Ȇ֥�Ղ�͋EƬ!̯T�ǌ{ԗȻ'ˇÌĝÄȆ?Ş�ħ�'֥Q˕àƬ

ˇÌǚ�ʧгȻ'ƈ˕ˇÌéG{ƥԝƆĭ֡¬ȅ̘и�ˇÌԗhÜ²ǐL{

PCR (polymerase chain reaction)Ȇx�Ĥ̞ÝқէŶ�ÏԗЛΉϩE�ѴȤ

ţƬb=ČȆcDNAΎн�Ìâ�cDNAʖĎ{ˏĈǈ֔�гƔˇÌԗ҇ʾé

ŃϗȆȪȤ� 

 

̏-̶  ˇÌˏĈŤǣ΅ɒ  

Ȇ%ΑGХԍ̿ϔŎ̬̿ϲԘѼȷ�ȗ˃¶ơƳΑG˃ϕӓơΊʌƬ֚*ŤȦˏ
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Ĉơ�Ր®ΑG΅Ɩ'ҒɦƅvӥüƅƬϲԘ֚Ĉřҝԍ΅Ɩ'�ϩ˃ϕÏЋЫ

͙ȩˏĈơ.ˏĈӀɭƅF̠Ŷɦ�¶ơƳӾ%ӮΓƬѣŃř̬̿%҆ƦƬˏ

ĈӀɭ̠Ŷ7�Ր®Ŗ҆ƦƬˏĈӀɭƅF̠Ŷ�ŖˏĈơʖˊԅΖ'ոgƖ

ќ̬̿Çɦίĳ�éDȫŤгƔϩɦ¶ơɦ'ոȓĤͼơТƯƬ΅Ɩ�Ï1790

Û�ϩ˃ϕÏʚԕˏĈơɦ�ː'ոˇÌ¯ҴˏĈǷϩɦƬ˃ϕ¶ơƳĺàӼơ

ώШƬ�ͽé�ԅΖɦ~ίĳ�ȓӑɏū¬ƪՔӑ?Ή̄ÏAϲʖˊT�ʊW�

ŶˇÌ˧ÄƬĝÄŎvːşԑÏÈэϗŞĈѼȷƬŖ0�ÏЛ�Ƭ25

ÛFγ�ʊWƬˇÌ{YˇÌĝÄ̟ѤŶȆ̐ËˏĈӀɭƅéȆȗ˃ˏĈʾҔĚ

ƈˠũ�ͽé�P̡ˇÌˏĈŎĺàʀ§ƬơϝŔӘ�ȗ˃̼ʬơʨгƔˇÌǷ

Ď̐ËˏĈӀɭƅ3Dͩʯ�ćՂ� 

ӍѐÓâ�Ր®҆ƦƬˏĈӀɭƅƬ̠Ŷ�̡ÐƬ¬ƪȓĤ̅ϖ{YՔӑƅƬ΅

Ɩȋԛ˙%ˏĈǈ֔�ŎȆS�{YƵƘ˕ř�֮Ƭʟ͎�Ӎѐ̧ғƬΎƙ̐Ë

ϩƻˏĈơ¶ơƳƬƻʛ: Ր®֧΅Ɩ'ӖàӥüƅƬĈɿίéХԍ΅Ɩ�ͽé

̧эӥüƅƬ֚Ĉ�`şÏ¬ƪՔӑ̅ϖ�̅¬%à̡ÐƬƨҸ�®Ɣ¬ƪՔӑ

̅ϖūş}̅ϖ̼;ƬDÇ͑Ƿѿ�%Sɿƅһ�ɀ̃8ΊǱƅ(Policy)ʝҸ�

®Ɣ̧ő¬ƪՔӑ̅ǖÏǻő˜ƣȆ'ո¬Õƈ ѴvˏĈơƈ˕řƬӥüƅ

֚ĈːӒȞSÂҰ¬{YSÂǈԆƬf�;͒ѿ��ː TƬ'ոˇÌ¯ҴˏĈ�

                                                 
7 35 U.S.C. § 101 (2013) 

8 ̴Ũִ�'ոӑќ˃QȒļɀ̃҂ǽŤǣ΅ɒ�'ոӑΝȉ�̏Rͫ�ͣϿĄͣ�ĢƬˇÌ�

ĀƬˏĈ�ȓӑ'�̏49ͫ� 
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Ï¬ƪȓĤ̅ϖE,ũţįÐƬƨҸ�xȤàŝκƨֆ9: 

1. '֥ˇÌǷíͽȉɆ¤ÕÏƬƪһ�ČŖ΅̄ˇÌќɷŶɻɼӬ˛Ӡ́Ƭն

ԩƅ�3�ǷШħţƪ̃�WӑŶ̃!ʘƬíͽơǑ�ǷǨ֑΅ƖƬˇՇ�şˏ

Ĉ֚ϕŖǨ֑ƬȒļũţǂզ�Ęզ%ՔլƬίĳ� 

2. '֥ˇÌƬˏĈ֚ϕŖˇÌՂΊǂզԫĞԑũţȫŤ�ǂզ©̋Ƭʱ˖

֚Ĉ� 

ʩâF��àնɷŶ˯ϸFˇÌȒļ{YˏĈǑ,àː˯ϸäÊWƬĨΟ10�ͽ

âոƨҸӉʧг˯ϸˇÌȒļFɀ̃ƨֆ�ќ¤gƈʝҸƬˇÌ�ĎˏĈWГȆ

DÇ�ǲDʍ(ʝҸ� 

Ȓļ?ŞǷȓӑɏб֤΅̄ЛΉE μŖF?Ş�̀ şǷTǨƬˇÌǷǨ֑

ˇÌƥԝ�ˇÌլ̃ӑ�ˇÌՂĤ̞Yş}àնˇÌFȒ΅ƬˇՇ�ȠȒļ?

ŞA˥ќˏĈ�ˏĈ֚'ǷĎ͛ŗ}'Ĉ�гЉĤ̞FǨ֑Ȓ΅ːàϗ;Ƭ҈

֗11�ͽé��!hȭ�ӑƳ3ӛcąʩ%ˏĈơƬҝԍ�ȓӑɏǷĎϕʭl΅

                                                 
9ıˑЧ�Ã˟ˇÌˏĈʿ՝�ȗ˃ϲ֤ȍǩ�j£ơӑѢ�224ͫ�2014Û1j 

10̴Ũִ�ЋѐEƬɆö©�Ք˱Ѣ�23ͫ�ȱ45-47�1998Û� 

11 ̴ǵΕ�ˇÌàնȒļ?Ş˥GˏĈF˟ʝ�{ˇÌˏĈF҂ǽȆEc�˃¶ћ֭;ӑơӑ

ҸԿ�39Ŧ1ͫ�2010Û3j� 
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Ɩ12���!ȻƨҸԾȆΑGˏĈƬҝԍǷĎǉŖȓӑɏȹÏԛ˙ˏĈFǐDӦ

ϗĦȒļÝƙSβ13� 

BRCA1/2ˇÌˏĈӀɭɪ®SɿЪ֥ԩËȗ˃T=ɼ̃Քӑϕ{YÈ;Քӑϕ

Ɣȗ˃ʋȖǓʼÎhơʨ͛��Ŏ͐ĵơʨǞµƅƬćĸřǞĒMyriadƬ

BRCA1/2ˇÌˏĈD̐ËˏĈӀɭéԑͼɤ(invalid)�ϡҠÎřѦ�˞hѤȆT

ǨƬDNA(isolated DNA)ŎD̐ËˏĈơ.ˏĈӀɭƬ̠Ŷ�ȗ˃̼ʬơʨͩ

ʧгˏĈơƬˏĈӀɭʯ�Ј֊v˧ʩ%íͽ̅ƪ(products of nature)ȆˏĈӀ

ɭƬҔƬ�ӍѐĺàϲЛ'ոȓĤĭ֡Ƭ'ոDNAT=˶ͼчʿƬǷíͽ̅ƪ�

ϲЛTǨƬDNA(isolated DNA)˚ǐ̟;ÐґƬơʨ{Yȗ˃ˏĈʾҔĚ

(Patent and Trademark Office, PTO)ѤȆǷDÇ՜ïƬʪ(a horse of a different 

color)�ÌȆ}ϲ®'ոƬ҈֗éՓ֡ȆDÕÏƔíͽȉƬǚз(altered by man 

into a form that does not exist in nature)14� 

˞hѤȨ̑ғƬЈ֊ǷгƔˏĈơƬնƔˏĈӀɭƬѥЈ�éMyriadƬx˗ǑǷ

ːTƬˇÌĝÄ¯ҴˏĈ̐Ëȗ˃̼ʬơʨƬćĸ15�3̐Ë̡ÐÎhơʨ{

                                                 
12 Ass'n for Molecular Pathology, 702 F. Supp. 2d at 210-11. 

13 See id. at 206-10. 

14 See id. at 185. 

15 See id. at 220-21 (citing J.E.M. Ag Supply, Inc. v. Pioneer Hi-Bred Int'l, Inc., 534 U.S. 124 (2001) 
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YŉʣơʨƬćĸ16�Ŏv̐Ëȗ˃ˏĈʾҔĚŖEˏĈ҂ǽϡǑ17� 

¤ɪȆ̏!ȻʝҸTYʊWǨƬˇÌǷĎ̐ËˏĈӀɭƬɪ=�Ïƽ&+Ûɩ

ɃƬ06Ȼş}ˇÌˏĈ{YˏĈƈà֚'̰ːȭԫǐƈ¥àƬ�;ƬǰӕŎ

гˇÌԗ̅ϖ̅¬Ȫ;҈֗� 

̏!ϱ  ˏĈӀɭƅF˟ʝ  

!Ȼ΅ƖȤÏȗ˃ŧ˙ˏĈ�ʩ% μ̐Ëϔӧƅ�Ǆ֣éƕƯƅY�ƅF��

Ե μ̐ËˏĈӀɭƅ�şE�ϔӧƅ�Ǆ֣éƕƯƅ̠ŶƔȗ˃ˏĈơƬ̏102

˴{Y103˴�éȗ˃ˏĈơƬ101˴Ǒ͑�ƅ{YˏĈӀɭƅίò%̠Ŷ�Ȇ

%ХԍȓӑίĳūбĤ̞ÌâΑG΅Ɩ'ɷŶƬͫγœà˧}Ƭ֚Ĉřҝԍ

}ȹƬ΅Ɩ�Ìâȗ˃ӓơΑG˃ϕ֚*ŤȦơǧřҝԍ΅Ɩ'�é˃ϕǑŤȦ

%ˏĈơřИţ̧Ȼ²Ҕ�Ìâ¯ҴˏĈǈ֧֔΅Ɩ'Ӗà20ÛƬ˧}֚18�ɬ

ӘˏĈơ̏101˴�˃ϕŶϷ�{¯ҴˏĈǈ֔Ƭ΅ƖȆ�»ùдϔūбƅƬ

Ήĝ�Ӡн�ѡΉ�ƪһÝTƆ»ùдϔūбƬĭŀ��19֮вơ˴Qɐ�Ģ

ȹʖ˚gÔ0֮вţ˃ϕΑG%ˏĈӀɭƅǄ˔҆ƦƬ̠Ŷ�ͽéȎгƬ�̧ғ

                                                 
16 See id. at 224-27 (citing Merck & Co. v. Olin Mathieson Chem. Corp., 253 F.2d 156 (4th Cir. 1958); 
In re Bergstrom, 427 F.2d 1394 (C.C.P.A. 1970); Parke-Davis & Co. v. H.K. Mulford Co., 189 F. 95 
(S.D.N.Y. 1911) aff'd in part, rev'd in part, 196 F. 496 (2nd Cir. 1912)). 

17 Id. at 220 (citing Utility Examination Guidelines, 66 Fed. Reg. 1092, 1092-99 (Jan. 5, 2001)). 

18 Id. § 154(a)(2). 

19 Id. § 101. “any new and useful process, machine, manufacture, or composition of matter, or any 
new and useful improvement thereof.” 
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Ƭơ˴QɐÏŖ0ǷȎϩҕҥD˹Ƭ�ԼͽâҕҥÎ˕#Ƿ֧ơǧʖÏȓĤġ

̪ίĳƬ̮ELʖàƈӀ�ǲǨ֑͓͑κȪȤćŘYѦƖ�ЋЫVʹ̐ËˏĈ

ӀɭFҔƬ� 

!�hơ(Process) 

ʖ̅¬Ş֥ΎƙƬ!ĽÄʻÿ�ЛΉƆĳ֩�ŔϤȗ˃ˏĈơ̏100˴(b)κгh

ơFŶϷ��ĔгƔAƯhơ�Ӡ˲�ѡÝǖ�ƪF̕ÝƆĲɥƬϔ̮20�Л

�ԩŊŉʣ0ΡơʨÏćՂhơˏĈɦǌ˦ŧ�ӠӐƆՓWԗ�

(machine-or-transformation test)�ǮЉhơ(1)ΎËţɷŶƬӠӐƆІϳ(it is tied to 

a particular machine or apparatus)�Ɔ(2)ːɷŶƬƪǖՓWȆDÇƬƫзƆŐƪ(it 

transforms a particular article into a different state or thing)21�þâ!hơÏ2010Û

Ɣȗ˃̼ʬơʨFBilski v. KapposɪƈˤՌ�ơʨѤȆ�ćՂ!hơǷĎ̐Ëh

ơˏĈ�ӠӐƆՓWԗŎǄˀ!hơ� 

гƔՔԝƬՂhơ�ơʨǑÏMayoɪE(Mayo Collaborative Services v. 

Prometheus, Inc.)22 àГƖҠƬǮb�Prometheus Laboratories΅ɒ�!э�{

                                                 

20 35 U.S.C. 100(b) The term “process” means process, art or method, and includes a new use of a 

known process, machine, manufacture, composition of matter, or material. 

21 Bilski v. Kappos, 561 U.S. 593 (2010) 

22 Mayo v. Prometheus, 566 U.S. 10-1150 (2012) 
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ԏĊՔɗԗ�ՂŎƥԝϺȚɻɼƬhơ�Љhơǌ֮ɼ˛Ŗլƪ

(thiopurine)FǨ~լƪƬ̪ǣDÇ�͛ŗՔɗլƪƬƥԝhơ�éMayoǑ{

ГʬƬӏΰ{Y~̪́É�͋͛ŗոýƬԗhơ�MayoѤȆPrometheus 

LaboratoriesƬˏĈҴĵΣ͙ȩң͉�Ĕ%~Ήǣќƥԝɤƙ/ȀƅƬȎնƅ�

éâȎնƅ֎Ɣíͽ΅¬v�֮вţƬ̄Σ�ÌâD̐ËˏĈӀɭƅ� 

ĽƨˏĈƬҴĵκ�Ĕ: (1)ѐ̃ĳ֩�ǮӒՔɗѐ̃гɼ'Ŗլƪ�(2)ćՂĳ

֩�ĒΡՔɗÓùΰɼ'ñ˸E~ƪƬΉǣ�(3)ĸŶĳ֩�͙ȩ~ƪƬ

Ӣǣʼγ�ȠʬƔâ!Ҕϡ�͑àσɎƬʸÿ�ȠĂƔâ!Ҕϡ�Ǒӏΰ�ʖ

ͼɤ�͛ŗՔɗՂhơǷĎȤ͛ʬƆȬĂլƪӏΰ� 

Îhơʨ˦ʍ%MayoS�Ƭx˗�ѤŶЉȎնƅ֎Ɣíͽ̄Σ�ÌâDŞàˏ

ĈӀɭƅ�þǷÏԩŊ0Ρơʨεǿ�ЉơʨɬӘ�ӠӐƆՓWԗ�ѤŶ

Prometheus Laboratories, IncƬhơŞà�ˏĈƅ�0ΡơʨѤȆ�ːɷŶӏΰƬ

լƪīGɼ˛֥QϕŖɼ˛Ň֥Ƭƫƣ̅¬ĭ �֡̋ ̼ʬơʨŎDձÇ0Ρơʨ

ƬŁЈ�Ɣ2010ÛːЉćĸ҅˳΅Í�ŎȤĵŉʣ0ΡơʨʽèBilskiɪƈƼƖ

ƬŁЈ�΅ÍǨ�ԩŊŉʣ0ΡơʨŔՍ{ˏĈơ̏101˴Y�ӠӐƆՓWԗ�

ѤŶǌƨˏĈŞàˏĈӀɭ� 

2012Û�ԩŊ̼ʬơʨѤŶPrometheus LaboratoriesFˏĈҴĵκȆíͽơǑ�D

̐ËˏĈӀɭ�ćĸǮ��hơμàӖà՛�ƬɷҊ�͛ŗбƅƬǈհ�Ŗş

ȆíͽơǑƬбѳЖ�éǄՠՂЉíͽơǑ�éPrometheus LaboratoriesƬˏ
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ĈρȆҲȩ!ȻíͽơǑ�Dņ{ÝȆ!ȻhơˏĈ23� 

MayoɪƬȪȤƅÏƔ̼ʬơʨƖҠƬǞµ%şгƔíͽơǑќˏĈӀɭƅƬǱ

¶͋�ЉćĸEǮ��ÌȆíͽơǑǷƈàȓӑȒļYĤ̞ίĳƬˇՇ�ǲˏ

Ĉ֚FҹGDԑȫŤ¥ř»ù'гƔíͽơǑƬԑ�ĎǑȎгƱϕӜ֥ƬĤ̞

̿ϔ̬Ýȧȭ҈֗24�̼ʬơʨѤȆ�¤ɪȠɐ̡Prometheus Laboratoriesŧ˙ˏ

Ĉ֚�ːϕDϩȫŤ¥řFՂhơќȓӑȒļFίĳ� 

&�Ӑ˲(Machine) 

Ǯʖˈòǻэ�ʖ{ɷŶɤƙƆ�ʖFІϳ�ƆƳÈոӠ˲*YӠ˲ІϳƬ̕Ë�

éÏПϾȎն΅ƖE�{eǿ�ʖѣƈҏ҃ƬІϳոǚҴĵÉ�3̢̟Ȇ֎Ɣ

Ӑ˲Fңե25� 

-�ѡ̬ƪ(Manufacture) 

ʩӠ˲Y̕Ýƪ��ĈɆɥϲe?ƆӠ˲ƈѡÝƬƪǖė֎F�þ�ˏĈƬѡ

̬ƪ�ŹμŞ̺Ǆíͽ̅ƪ�àҠŶΎн�Ş̺ϔéɷɯFǚз�ǖһƆ֎ƅ26� 

                                                 
23 Id. at 1291 

24 Id. at 1293, 1302. 

25 Corning v. Burden, 68 U.S. 267 (1853) 

26 ďɢϸ�'֥ˇÌĝÄƬˏĈӀɭƅ�˚ȗ˃MyriadɪÃȍǩ�˃¶Ǳƥ;ӑы9Ҹg�ȱ
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��ƪF̕Ë(Composition of matter) 

ǮŝȻƆŝȻ{0ƬOʈƆÝTƈΎËéÝFљËƪ�˺ËƪƆӜ֥ƪ�ÈÝT

ʖť*̅¬ͅ!ɤƙ�é̇ƔÈÝTɆàFɷƅ�şɷɯ̕ËhÜ3Şà�ˏĈ

ƅ27� 

̏!κ  ԩŊ̼ʬơʨӡÛնƔˏĈӀɭƅFȪȤćĸ  

ȗ˃ˏĈơ̏101˴̠Ŷ�эơŶˏĈӀɭոǚ�̄ ҴFˏĈĤ̞ μЀ(hơ�

Ӡ˲�ѡ̬ƪƆƪF̕ÝF»!ոǚ�ŖŞàˏĈӀɭƅ�Л�ȗ˃гƔˏĈӀ

ɭƅFćՂҔϡ!Ʈ{ř˦ŧГȆҁ՞ƬҔϡ�ͽéÏЛ�ƬȪȤćĸE�ȗ˃

̼ʬơʨǤ¶%ˏĈӀɭƅƬŘ��xȤ�ĔíͽơǑ(laws of nature)�íͽ̅

ƪ (products of nature)�íͽ̄Σ (phenomena of nature)�ƪ̃̄Σ (physical 

phenomena)�cͨЛΉ(mental process)YƏΣϘƂ(abstract ideas)�Ǩ֑N̓Vʹ

şɆǑFȪȤćĸ� 

!�Funk Brothers Seed Co. v. Kalo Inoculant Co. 

ǻőńȓͯƪƬɬ̯ŞàɬҞΙƬˍ¬�Ր®Ůʹÿ�ːƲɰEƬʹɰՓWÝ

ȆӈT�¬ƪȉAƯƬɬҞΙΙэàǥÐ�ͽéːDÇэոƬΙэ˺ËǨ̨˔ϕ

                                                                                                                                         
39�2013Û 

27 ÇǐΞ�ȱ40� 
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̅¬ĬŤɤƙ�DĈƔńȓͯƪ¬ƿ�¤ɪFˏĈ֚'Kalo Inoculant Co.®Ȓļ

'ɈVarley ShermanBond ːɷŶRэΙэ̕Ëʠř�̧э̕ËDШ!ʘΙэ̕

Ë̅¬ȎHĬŤƬɤƙ�Zéǉίńո¬ƿ�â��ͅ!Ιэ̨˔�ʖǉίͅ!

ոǚЕÿƪƬ¬ƿ�éǐȩBond ƈȒ΅ƬΙэ̕ËǔʖǉίÐэDÇոǚƬЕ

ÿƪ¬ƿ28� 

ͽé�ԩŊ̼ʬơʨǔѤȆ�ΙэƬ̕ËŎĺà̅¬ϔƬƆDÇэոƬΙэ�3

ĺàĭ֡Ɇ¤ȻĆΙэƬ�ɤƆ΅¬ϔƬ�ɤ�ÌâKalo Ƭ΅̄�şΰρȆí

ͽơǑƬƼƖ(manifestations of lawsof nature) Ɔ΅̄�ŎDŞˏĈӀɭ�ơʨѤ

Ȇ�DÇǖэƬɬҞΙàDϕHȎĬŤ¬ƿƬɷƅ�þЉɷƅǌşќ¬ȺřƬɷ

һ�ÓÇϯàb*�ʖΰDϞŶǧΊ�֎Ɣíͽ̄Σ�íͽơǑ�ԼͽKaloŔӘ

̧Ȼ̄Σƈѡ̬�Ƭ̅ǖЈĸ%Е©ƿ2{řƬDhǇ�3¥Ȏն̅ϖ˕ř%ʾ

ϖĈɿ�̐ËˏĈơƈѴȤƬϔӧƅ(new){Yбƅ(useful)ƬȤĵ�þLͽD

̐ËˏĈӀɭ� 

ԩŊ̼ʬơʨÏFunk Brothers ɪćĸE΅ɒ�͑ˏĈӀɭѤŶ҈֗˽ѭƬȪȤ

ơǧŁЈ�ЉʨÏFǨƬȪȤćĸE�ėbFunk BrothersɪćĸEƬȎնҸȩ� 

&�Parker v. Flook 

¤ɪɴYƬˏĈǷ!эĈґӑSÜ�Ï´Ƣ͛ϣÝъ˷WËƪƬօ͍ZԑЛΉ

                                                 
28 Funk Bros. Seed Co. v. Kalo Inoculant Co., 333 U.S. 127, 130 (1948) 
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E˞Ťʽґ�{ҷӜևµȷƬhơ29�ЉhơÏօ͍ZԑЛΉE�ϩѡΉʽґ(Ó

Ԏ*�ϟǣΊ)ΪЛТŶևµȷɦ�̅¬ևµɤƙ�ЉևµȷŎǄŮŶ�éǷՐ

®ʽґƬӡ�ʜԄȆšґίòŬͫƅƬҷӜ�âҷӜǌՐ®ПϾ{ґӑhΉÜȥ

ёęÝ� 

Ìâ�¤΅ƖȆ!Ȼ�{ȥёŎįϔևȉ0ȫґÔƬПϾΉÜ�ӜȻΉĝ�Ĕ-

Ȼĳ֩�̏!Ȼĳ֩Ƿΰƈà֡ґ( Óϟǣ�Ԏ*Yȃʻ́Ί) Fґȷ�̏&

Ȼĳ֩ǷґӑпёơȥёևµȷƬґȷ�̼ Ǩ!Ȼĳ֩ǑǷҷӜև͌Ӑƈ̢Ƭ

Ҕϡȷ� 

ȗ˃ԩŊ̼ʬơʨѤȆ�¤ɪ΅ƖќÀǐĤ̞Fˀ!ɕ̇�ǌƔ¤ǌƨhơƬ̏

&ĳ �֩þÏÀǐÏBensonɪEAƖҠƼµ΅̄ϔӧvбƬґӑSÜǄ�ˏĈ

FҔƬ30�ȗ˃ԩŊ̼ʬơʨѤȆ�ЉΉÜƬϔӧƅÏƔȥёįϔƬև͌ԫȉȷ

ƬґӑSÜ�şΉÜ֎Ɣ!эȥёƬhơ�ćՂЉҴĵκǷĎŞ̺�ˏĈƅɦ�

ԑÀːҴĵκEƬґӑпթơƆґӑSÜ˧ʩǨ�Ãԗ֤şL�ȆơŶˏĈҔƬ�

ơʨ3ί!ĳѦƖ�¤ɪ΅ƖǄȆˏĈӀɭҔƬ�ŎǄşĔàíͽơǑƆǷґӑ

пёơ�éǷşˀ!ƬϔӧƅOº(the only component found novel)ŎǄȗ˃ˏĈ

ơ̏101˴ƈÄԬƬңե31� 

                                                 
29 Parker v. Flook, 437 U.S. 584, 586-87 (1978). 

30 Id. at 594. 

31 Id. at 585-594. 
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ЉɪFȪȤƅȆơʨѤȆ!ȻĭŀǨƬȥёhơԑƔɷŶ²Ƭ�ȠρǷˀ!Ƭ

ϔӧƅɷҊ�ͼơŖӜ֥̐ËˏĈӀɭ�ČȆpoint of noveltyćՂ�гǨ֑П=

ȥёќПϾȎն΅òàȪ;҈֗32� 

-�Diamond v. Diehr 

¤ɪɴYF΅ƖǌӟҬ̅ǖѡ̬ЛΉE�˞ŤԎҕӠQϟǣќɦγ�ŎːґӘπ

ѮîПϾ�{ĸŶùɦːԎҕӠβˬFhơ�şĳ֩Ȇ(1)ZՑΰԎҕӠEƬ

ϟǣ�(2)ːΰƈ˙FґӘӺ(ПϾŎŔӘǁϧ�ŒͣhΉÜȥёӟҬ·Wɦ

γ�(3)Ƞȥёƈ˙ƬɦγΊƔбѳɦγ�ǑβˬԎҕӠ� 

ќǐȩParkerv. Flook ɪDÇƬǷ�¤ˏĈң͉FґӑёÜќҴĵκƈÄÈĳ֩

єˎΎË� 

ԩŊ̼ʬơʨÌâѤŶĽƨ΅ƖŞˏĈӀɭƅ�ÌȆҴĵκƈ͙ȩƬˏĈң͉Ŏ

ǄʧгґӑёÜ�éǷʧг!э¬̅ЛΉ�â��ԩŊ̼ʬơʨ¸ƔćĸEǮ��

ˏĈӀɭFćՂԑ͑Ӝ֥¯ҴˏĈң͉ćՂ�ԦŖĽƨ΅ƖɴYґӑSÜ�ПϾ

ΉÜƆíͽơǑ�¸Dԑ¶ČĎŶşˏĈӀɭ�í¤ɪ{Ǩ�ПϾΉÜ�Ȥќh

ơƆІϳΎË�éǄͅʊFґӑпёơƆґӑSÜ�ČŞàˏĈӀɭƅ33� 

                                                 
32 ̴ƀʰ�ȗ˃ΉĝոˏĈӀɭƅćՂFбհȒļ - {ȗ˃ԩŊ̼ʬơʨBilskićĸȆEc�˃

¶·̨;ӑ�ȱ17-18�2010Û 

33 Diamond v. Diehr, 450 U.S. 175, 177-79 (1981). 
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DiehrɪE�ơʨ˩˳%FlookɪƬpoint of noveltyćՂϡǑ�é˦Ӝ֥(as a whole)

ίò҂ǽ�͑ şǷĎà֧!ƪºՓ֡Y֡WÝ�!ƫзƬƪřʯćՂ�ÇɦǮ��

ĈґӑSÜƆпթơќɷŶ²Ƭƈ̢ȥƬІϳƆӠӐΎËɦ�Là�ʖÝȆ̐

ËˏĈӀɭƬˏĈҔƬ� 

��Bilski v. Kappos 

¤ɪɴYƬˏĈǷ!Ȼː;ŵ�͋̅ǖ͛ŗƳќɲΤƳF·ƕ˴º�ɲΤƳYş

}�͋ʽќƳFȲԆΊÄ(èΰÌʈFԴԆʾϖhơ��Ĕ{.ĳ֩: (1)Ïŗԑ

ʾќɲΤƳFγίò·ƕ�şEЉɲΤƳŔӡ��ėȷ{ŮŶѼɭԲΧЉʾǖ�

ЉŮŶѼɭǌгԑƔЉɲΤƳFȲԆÎõ�(2)ҠѤЉʾǖŞàќЉɲΤƳȎZ

ÎõƬ�͋ʽќƳ�(3)ÏЉŗԑʾќЉ�͋ʽќƳγ{!э̏&ŮŶѼɭίò

·ƕ�ŖЉ�͋ʽќƳќЉɲΤƳƬ·ƕȲԆƐӄ�ŖƳ�Љhơѐ̃ÌѼ

ɭ0фƆ.άFʾϖϲԚȲԆ�EγƳǑ�{Ѽɭɕ̇ÿȆԛĈřϝ� 

ˏĈʾҔĚѤȆ¯Ҵ'FĽƨˏĈ¯ҴɪρǌЖƏΣơǑЈĸґӑʿ՝�ǲD

ԑɃ̡şˏĈ¯Ҵ�ԩŊŉʣ0Ρơʨ҂̃Ǩ�іǭˏĈʾҔĚFĸŶ34�ԩŊ

̼ʬơʨ̼̗¸ѤŶЉhơȆ!ƏΣ֮Ƃ�ÌâDŞˏĈӀɭ35� 

¤ɪFȪԾȆ�̼ʬơʨŎгԩŊŉʣ0Ρơʨƈ˦Ƭ�ӠӐƆՓ֡Ћơ�

                                                 
34 In re Bilski, 545 F. 3d,949. (Fed. Cir. 2008) 

35 Bilski v. Kappos, 130 S. Ct. 3218 (2010) 
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(machine-or-transformation test) ƼƖ¶͋�ŔӘЉЋơ�ȠĽƨhơǌ̩Ύţ

ɷŶӠӐ0ƆŖƪһՓ֡ÝDÇƫз�ǑŞà�ˏĈƅ�þ̼ʬơʨǑѤȆ��Ӡ

ӐƆՓ֡Ћơ�ԼͽгƔˏĈӀɭƅƬѤŶ͛ŗ%àvȪȤƬҩʉ�þǷЉ

ЋơŎǄѤŶˏĈӀɭƅƬˀ!Ҕϡ36�éâŁЈ�гՔԝՂhơFˏĈ�

3̅¬ȪȤ҈֗� 

̏&ϱ  íͽ̅ƪơǑ  

ԼD̐ËˏĈӀɭƅFҔƬà̡Ð�˝íͽ̅ƪơǑƔ¤Ҹg˵˟ʝFMyriad

ɪŞàʬǣȎնƅ�ǲɷ͑íͽ̅ƪơǑίò˟ʝ� 

®ƔгƔˏĈӀɭƅF̠Ŷҕҥ�Ģȹ�ʖՐ®ơʨƬćĸřЋЫ͙ժ�ˏĈӀ

ɭƅƬғз�ɬӘơʨƬćĸ�֎ƔS̋ƬǻőŐƪDԑЉΑGɷŶ'˧}Ƭ֚

Ĉ�Ï1852Û�̼ʬơʨÏLe Roy v. Tatham 37ɪEVʹ�̧ғƬɆǑ�ŎvƖ

ҠǮ�íͽƬ*ΰ(powers of nature)Dʖ¯ҴˏĈ38�ÌȆĺà'�{ӥüíͽƬ

*ΰ(no one can claim in either of them an exclusive right)�ơʨįί!ĳ֊̧Ȼ

                                                 
36 Id. at 3227. 

37 Le Roy v. Tatham, 55 U.S. (14 How.) 156, 175 (1852). 

38 Id. The Court used two examples to illustrate its position on powers of nature, stating: 

Nor can an exclusive right exist to a new power, should one be discovered in addition to those already 
known. Through the agency of machinery a new steam power may be said to have been generated. But 
no one can appropriate this power exclusively to himself, under the patent laws. The same may be said 
of electricity, and of any other power in nature, which is alike open to all, and may be applied to useful 
purposes by the use of machinery. 
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ɆǑ�ÌȆíͽ*ΰ¤ŇDʖ¯ҴˏĈÌȨ̑ғÓâϕǂզ¥řίĳќ΅Ɩ39�

ÇғƬ�ơʨ3ƋΏΑGƏΣƬϘƂ(abstract ideas){YíͽƬ̅ƪ(products of 

nature)ˏĈ�þǷгƔԑ(apply)ϘƂƬΉĝ{YӠ˲�Եàːíͽ̅ƪՓ͠Ý

ȆдϔvŞàбƅƬ΅̄ǑǷ�{¯ҴˏĈ40� 

FǨ�ơʨί!ĳÏO'Reilly v. Morse 41!ɪEί!ĳ֊ˏĈӀɭƅƬ̠Ŷ�

ӍѐơʨѤȆϩƻ˃ϕƈ̢¶Ƭ҆ƦƅƬˏĈơӀɭƅFơǧ̠ŶDԑЉ̟ơ

ʨƈȫԤ�Ìâ�ӍѐơʨÃáȪ¯íͽƬ̅ƪDʖˊ¯ҴˏĈǈ֔�þǷнÝ

ĭŀƬЛΉLͽǷ�{¯ҴˏĈǈ֔42� 

íͽ̅ƪ(Product of nature)ơǑǷ®ȗ˃̼ʬơʨŔϤˏĈơƬ¶ơǱèΰ

éǤн�ƬɆǑ�Ϯlːíͽ̅¬Ƭƪһ(substances)�̄Σ(phenomena){YЛ

                                                 
39 Le Roy, 55 U.S. (14 How.) at 175 

40Id. at 175-76. The Court stated: 

In all such cases, the processes used to extract, modify, and concentrate natural agencies, constitute the 
invention. The elements of the power exist; the invention is not in discovering them, but in applying 
them to useful objects. Whether the machinery used be novel, or consist of a new combination of parts 
known, the right of the inventor is secured against all who use the same mechanical power, or one that 
shall be substantially the same. 

A patent is not good for an effect, or the result of a certain process, as that would prohibit all other 
persons from making the same thing by any means whatsoever. This, by creating monopolies, would 
discourage arts and manufactures, against the avowed policy of the patent laws. 

41 O'Reilly v. Morse, 56 U.S. 62 (1853) 

42 Id. at 130. ơʨѤȆ"surely [courts] have no right, even if [they] had the disposition, to curtail or 
narrow its liberal policy by astute or fanciful construction."  
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Ή(processes)¯ҴˏĈ� 

ӍѐɆ¤ˏĈơEնƔˏĈӀɭƅƬ̠Ŷ҆ƦÎ֧Èэ̿ϔȋ�˙ţˏĈƬǈ

֔�ͽéՐ®ӳΰˏĈơƬ¶ỡ®ūǱèΰ�̼ʬơʨ̬̿%̧ȻˏĈӀɭ

EƬŘ��Číͽ̅ƪơǑ�íͽ̅ƪD̐ËˏĈӀɭ�ͽé�Ï̧̬̿ғƬơ

ǑFǨ�̼ʬơʨ,ȭԫˠ.řƬշ՝�ùӷíͽ̅ƪ?̼ʬơʨՐ®!̩ôƬ

ćĸVʹ�íͽ̅ƪơǑƬғѨ�ÏşEDiamond v. Chakrabarty43!ɪǷնƔí

ͽ̅ƪơǑ̼ȪȤƬćĸF!� 

̏-ϱ  ҈֗¬ƪȓĤˏĈȪȤćĸ: Diamond v. 
Chakrabartyɪ  

̏!κ  Diamond v. ChakrabartyɪՉN  

ÏDiamond v. ChakrabartyɪE�̼ʬơʨʯ%!κȔʁƅƬĸŶ�֧'̬Ƭϋ¬

ƪ̐ËˏĈӀɭ�1972Û�ȗ˃ů̇S�?ΉɗǽĄƊaϿ	Ananda M. 

Chakrabarty
ȆʮֲͅΙ֎	Pseudomonas
Ƭ!эΙɮ¯ҴˏĈ�̧э̔Ιm

¬ƪ͔ĿˏɏɆÀŖƬÐэΙɮ�įʖàɤ˹ʩpȭɵƢ�̧ғƬ̔ΙŎDÕ

ÏƔíͽȉFE�éǷ®¬ƪȓĤEFˇÌȪ̕Ĥ̞�{'?ѡ̬�֎Ɣ¬ŭ֥

Fϋ¬ƪ�éǽĄƊaϿŎDǷ̭ЛˇÌ?Ή�̬̿�̧ɮΙ�Őб0�ʖȪ̕

DNAƬʷˠĤ̞ǷÏ}͛�¯ҴƬŋÛC΅ƖƬ�ǽĄƊaϿƬǷГπ̒Ƭ

hơ�ѧӒΙɮˠũş}ΙэƬһ֥	plasmid�ԜƫƬDNA
�řĭ̬Ιɮ�â

                                                 
43 Diamond v. Chakrabarty, 447 U.S. 303 (1980) 
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ոƬ̔ΙDÕÏƔíͽȉ�éǷ®'ոĈˇÌ?ΉhÜƈ̅¬Ƭ�Chakrabarty

Ɣ1972Û6j7i�§ÜÉPTO͛�΅ƖˏĈF¯Ҵ�ͽéPTOƬ҂ǽŷƋΏ%}

Ƭ¯Ҵ�̃®Ƿ�̔ΙǷ¬ƪ��ÌâˇƔíͽ̅ƪơǑéD̐ËˏĈӀɭ� 

̏&κ  Diamond v. ChakrabartyɪFxȤҸȩ  

Ï̼ʬơʨгƔDiamond v. Chakrabarty!ɪÿ�ĸŶǐ�¬ƪ(living things)Ï;

ÐґƬÎhơʨ{Yŉʣơʨ�ȈîˏĈʾҔḚ̟̌ѤȆǷD̐ËˏĈӀɭ�Ì

Ȇ¬ƪ̟ѤȆǷíͽƬ̅ƪ44�éíͽ̅ƪǑ{Funk Bros. Seed Co. v. Kalo 

Inoculant Co. 45!ɪгƔíͽ̅ƪƬ̃ҸѤȆ�Ƞ΅ƖȆíͽơǑƬƼ̄�şȆ

'ոƈÂà�Dʖ֧Ȼ'Ӗà˧}Ƭ֚Ĉ�46� 

ÏβŴί(ˏĈơƬʝҸFǐ�̼ʬÀTƜ%ˏĈơƬ¶ơ²Ƭ�̼ʬơʨb

Kewanee Oil Co. v. Bicron Corp.!ɪEƬҸȩ:�˃ϕίòˏĈơƬ¶ỡ®ǷĜ

˱Ӓ('̬ƬϔƬ̅ǖ{YϔƬhơί(ϲԘE�Ŏǉί͑ϖ́{Yѿί'ո¬

                                                 
44 Diamond v. Chakrabarty, 447 U.S. 303, 306-09 (1980) (the Supreme Court "granted certiorari to 
determine whether a live, human-made" bacterium constituted patentable subject matter after the PTO 
commissioner appealed the Court of Customs and Patent Appeals' decision to allow the issue of a 
patent on a living thing). 

45 Funk Bros. Seed Co. v. Kalo Inoculant Co. 333 U.S. 127, 130 (1948) 

46 discoveries that are "manifestations of laws of nature, free to all men, reserved exclusively to none" 
are patent ineligible. 

As the Court later stated in Diamond v. Chakrabarty, this non-patentable matter includes "a new 
mineral discovered in the earth or a new plant found in the wild . . . . Likewise, Einstein could not 
patent his celebrated law that E=mc2; nor could Newton have patented the law of gravity." Chakrabarty, 
447 U.S. at 309. 
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ȅǖһ�{âhÜàɤƬǉίƱϕ§ȭƬÿ��([t]he authority of Congress is 

exercised in the hope that [t]he productive effort thereby fostered will have a positive 

effect on society through the introduction of new products and processes of 

manufacture into the economy, and the emanations by way of increased employment 

and better lives. )47 

ÏȩęˏĈơƬ¶ỡ®Ǩ�̼ʬơʨՐˏƞƔˏĈơ̏101˴F̠Ŷ48�ʝ

ҸϋàӠƪ(microorganism) ǷĎʖнÝƪF̕Ë(composition of matter)Ɔѡ̬

ƪ(manufacture)� 

àնƔѡ̬ƪ(manufacture)FŶϷ�̼ʬơʨbşAmerican Fruit Growers, Inc. 

v. Brogdex Co49!ɪгƔѡ̬ƪFŶϷ:�ѡ̬ƪŶϷȆ{Ĥ̞Ȇ%Ŗ²Ƭ�Ր

®ΑGşϔƬğз (forms)�ɷһ (qualities)�ƅһ (properties)Ɔ̕ÝhÜ

(combinations)ƈѡ̬Ƭ̅ǖ�50����̼ʬơʨbShell Development Co. v. 

                                                 
4777 U.S. 303 (1980) at 307 (quoting Kewanee Oil Co. v. Bicron Corp., 416 U.S. 470, 480 (1974)). It is 
relevant to note that the Court began its analysis by articulating the purpose of patents--providing 
incentives for innovation. Rather than beginning the discussion with an interpretation of the statute, the 
Court chose to highlight the legislative intent of patents. 

48 35 U.S.C. 101 Inventions patentable. Whoever invents or discovers any new and useful process, 
machine, manufacture, or composition of matter, or any new and useful improvement thereof, may 
obtain a patent therefor, subject to the conditions and requirements of this title. 

49 American Fruit Growers, inc. V. Brogdex Co., 283 U.S. at 11, 51 S.Ct. 328. 

50 Chakrabarty, 447 U.S. at 308 (quoting American Fruit Growers, 238 U.S. at 11). The Court applied 
the dictionary definition to the term "manufacture." Define "manufacture" as "the production of articles 
for use . . . by giving to these materials new forms, qualities, properties, or combinations, whether by 
handlabor or by machinery." 
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Watson51!ɪEгƔƪF̕ÝƬŶϷ�ƪF̕ÝFŶϷȆ̕Ëƪ�ͼҸ{WӑË

ÝƆӠ˲̕Ë�ƆƳǷɰ֥�ȃ֥�ʇ¦ƆŮ֥Ƭ̕ËΎƙFƈàŝэ{0Ƭƪ

һF̕ËYËÝƪ52�����T=�֎ƔɆ=Ƭ˧Ä�¸Ȇ̕ËƪƬ!э53� 

ÏҠѤ̔ȝ®T=̕Ý�ŮȆ̕ËƪF!эǨ�ˀ!Ƭʿ՝ÏƔ¤ɪƬʮͅȝΙ

֎̔ΙǷĎӖà%ϔƬğз(forms)�ɷһ(qualities)�ƅһ(properties)Ɔ̕ÝhÜ

(combinations)? 

ÏϲЛ!Ӥ֕FǨ�ơʨѤȆDr. ChakrabartyF΅ɒ%!эќíͽȉƈʖħţ

»ùƬΙэӖà֣ΖDÇƬɷƅƬ̔Ι�ќFunk Bros. ɪE�Ƿːíͽ̅ƪίò

%ΈȆƬe?ĭ̬DÇ�ͽé�ơʨŎ¥ƹΤǥƿƬҤ͒Ј֊ȆùDr. Chakrabarty

Ƭ̔ΙūíͽͽȉƬ̔ΙӖà֣ΖDÇƬɷƅ� 

ϲЛ7ԇ֜հY҂̃Ǩ�ȗ˃ԩŊ̼ʬơʨѤȆ¤ɪChakrabartyƈ΅ƖƬʮͅȝ

Ι֎̔Ι�Ƿȗ˃ˏĈơ̏101˴EƈюF�ѡ̬ƪ	manufacture
�Ɔ�ƪһ̕

Ý	composition of matter
��Ìâ֎Ɣşƈ̠ŶƬ�ˏĈҔƬ�̃®à-� 

                                                 
51 Shell Development Co. v. Watson, 149 F. Supp. 279, 280 (D.D.C. 1957). 

52 Chakrabarty, 447 U.S. at 308 (quoting Shell Development Co., 149 F. Supp. at 280 (citing 1 
ANTHONY DELLER, WALKER ONPATENTS § 14, at 55 (1st ed. 1937))). (“all compositions of two 
or more substances and . . . all composite articles,whether they be the results of chemical union, or of 
mechanical mixture, or whether they be gases, fluids, powders or solids. It is important to note that the 
Court applied the broad definition used by the United States District Court for the District of Columbia 
rather than forming its own definition. The Court could have looked to other common uses that were 
less expansive instead of choosing to incorporate such a sweeping definition. This indicates the Court's 
willingness to broaden the scope of patentable subject matter. See id. 

53 Schering Corporation v. Gilbert, 153 F.2d 428 (2d Cir. 1946). 
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ȵÀ�˃ϕÏŤŶ¤˴	ȗ˃ˏĈơ̏101˴
ɦ�ŢόӾәÏ˴gEƬ�ѡ̬

ƪ	manufacture
�Ɔ�ƪһ̕Ý	composition of matter
�Fǐ�(�»ù�Ƭ

ȽФѣ�ČƼµşàόŖˏĈơ˻ўƬң͉шΰՀ;�ӍѐíͽơǑ	law of 

nature
�ƪ̃̄Σ	physical phenomenon
ќƏΣϘƂ	abstract idea
̰DʖΑ

GˏĈ�Chakrabartyƈ¯ҴƬҔƬŎǄǷíͽ̄Σ�éǷǄíͽ̅¬Ƭѡ̬ƪƆ

ƪһ̕Ý�Ƿ!κ'ո̬̿*Ƭ̅ƪéŞàƖ֣ƬÊю�ɷƅќ̮� 

̏&�1930ÛƬȗ˃ͯƪˏĈơɪќ1970ÛƬͯƪÐғƅǈ֔ơɪ�TĆǈ֔ϲ

®ͼƅ¬ͳhÜ{Yàƅ¬ͳhÜƈ̅�Ƭͯƪ�þː̔Ι˧ʩ4ǈ֔ң͉F��

â!˧ʩ�ŎǄ~Ƽ˃ϕѤȆȅ֥¬ƪŎǄǷȗ˃ˏĈơ̏101˴ƈ̠ŶƬ�ѡ

̬ƪ�Ɔ�ƪһ̕Ý�� 

̏-�ČǇϩ˃ϕ̨Лȗ˃ˏĈơ̏101˴ɦ�ͼơТŁˇÌȓĤ�{ίɒÓâ

ġ̪�þǷâэŐбŎǄņ{հƖ˃ϕàόƬːϋ¬ƪ˧ʩƔȗ˃ˏĈơ̏101

˴Ƭǈ֔ң͉F��ÓƙȤʝҸˇÌȓĤƈ˕řƬҙÏÆɎ�ԑЉÏ˃ϕƆǷò

ǱӠնEίò�éǄ®�ơͅõ�{Јĸ�̼Ǩ�̼ʬơʨ̼Ǩ{5:4!̍Fɕ�

ɩɃ%ǽĄƊaϿƬˏĈ�;;ƬՀ˗%ȗ˃ˏĈơ̏101˴.ƈ˻ўƬ�ˏĈ

ҔƬƬң͉�ͽé�̼ʬơʨÏϩɦŎͼЈ֊ȆùChakrabartyƈ΅ƖƬʮͅȝΙ

֎̔ΙūíͽȉƈÕÏƬ̔ΙàƖ֣ƬDÇ�éâɪƈ̬ÝˏĈơƬՀ;Ʈţ

2010ÛƬBilskiɪY2013ÛƬMyriadɪFǨ�ȗ˃ˏĈơ̏101˴.ƈ˻ўƬ�ˏ

ĈҔƬƬң͉C,àΈϋҷӜ� 
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̏�ϱ  >Ύ  

Ȇ%ΑGХԍ̿ϔŎ̬̿ϲԘѼȷ�ȗ˃¶ơƳΑG˃ϕӓơΊʌƬ֚*ŤȦˏ

Ĉơ�Ր®ΑG΅Ɩ'ҒɦƅvӥüƅƬϲԘ֚Ĉřҝԍ΅Ɩ'�ϩ˃ϕÏЋЫ

͙ȩˏĈơ.ˏĈӀɭƅF̠Ŷɦ�¶ơƳӾ%ӮΓƬѣŃř̬̿%҆ƦƬˏ

ĈӀɭ̠Ŷ�Ր®Ŗ҆ƦƬˏĈӀɭƅF̠Ŷ�ŖˏĈơʖˊԅΖ'ոgƖќ

̬̿Çɦίĳ�éDȫŤгƔϩɦ¶ơɦ'ոȓĤͼơТƯƬ΅Ɩ�ͽˇÌˏĈ

!Ʈ{řàÐκƨֆ��Ĕǂզ¥ř̅ϖƬίĳ�ǂզɼ˛ƯƬ֚ĈΊ�éˇÌ

ˏĈÏ΅ɒƬʕΐϩE�à͓κȪȤƬćĸ�ŗʽè�ŎǤн%�֣ΖDÇ�Ƭ

ćՂŔӘ�Ǩ֑ChakrabartyɪǑǷ΅ɒʕΐE̼xȤƬ!ɪ�Ŏ;;ƬՀ˗%¬

ƪĤ̞{Y¬ƪĤ̞̅ǖƬˏĈң͉� 

ChakrabartyɪE�ơʨѤȆChakrabartyF΅ɒ%!эќíͽȉƈʖħţ»ùƬΙ

эӖàйͽDÇƬɷƅƬ̔Ι�ͽé�ơʨŎ¥ƹΤǥƿƬҤ͒Ј֊ȆùDr. 

ChakrabartyƬ̔ΙūíͽͽȉƬ̔ΙӖà֣ΖDÇƬɷƅ�ӍѐÓâ�âɪƈ̬

ÝˏĈơƬՀ;Ʈţ2010ÛƬBilskiɪY2013ÛƬMyriadɪFǨ�ȗ˃ˏĈơ̏

101˴.ƈ˻ўƬ�ˏĈҔƬƬң͉C,àΈϋҷӜ� 
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̏�̶  ˇÌˏĈӀɭFȪȤćĸ: Myriadɪ  

̏!ϱ  țͧN̓  

BRCA1ūBRCA2�ĬŤ͖ƅϼҞƬ΅¬ū΅ɒ�ǲÊ�ϼҞĬŤˇÌ��ϩ̧ո

ˇÌ΅¬Ȕ֡ɦ�̔ȝǇ��гDNAϒσƬȽ͔ʖ*�ӒȞˋ<Ӭ˛ŏϽԞY

č˓Ԟ�͠�ЍѦ�§˔BRCAˇÌŞàĬԞÿ�éȔ֡BRCAˇÌ֣µǉԞ

ɤƙ�BRCA1ūBRCA2̰;ΰƼ̄ƔŏƇ̕Պ�č˓ΊΥхѝ̕Պ�Ȓļ'Ɉ

Ï͓ÛǐAϲęӜƬ͙ժ�ŝƳƬΎн� BRCA1ˇÌǷ!Ȼ;ǚƬɩѯ̝°õ
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Ɣ̏+"Ђǹï֥0�;Ȗ"åȻȔ֡Aϲ̟ѤȆќŏƇќč˓Ԟàն���

BRCA2õÏ13Ђǹï֥0�²ǐ3à)åȻȔ֡Aϲ̟Ȓļ͌Ӓ�;̯½ūԀ

πƅƬßͫ΅ÿŏԞàն�®ƔȎгş}ˇÌȔ֡ќԞɽƬȎնƅ�BRCA1ū

BRCA2ƬȎնƅϗʬ�Ìá̟Ȓļ'ɈYՔԝ'ʨѤȆǷřӪԗќ<ƅàն

ƬԀπƅԞɽɻɼǥàɤƬ?Ş� 

ŏԞǷȗ˃̼˔΅¬ƬԞɽF!�3ǷȢ˃̬Ý<ƅã5̼́ʬƬԞɽ���č

˓Ԟ3Ƿҗȗ˃ɏ˔ŁƬԞɽ�նƔŏԞƬȒļβŴƔ1980Û~�Ï1991Û�ȗ

˃˃ō̯(United States Department of Defense)βŴ͛ŗϲΤŗŏԞȒļF�ş

ϲΤ!В®®1990ÛƬ$6ϯȗƾÝƿţ2008ÛƬ&+ѹȗƾ�ŏԞȎնˇÌƬ

ȒļÏȒļϲΤ͛X{YˇÌȒļhÜAàˇՇƬțͧ.ɒβ�Ï1990Û�®�

Ù;ӑǾĄΗTɨƬMary-Claire King̓9ÏΖÊƬ�ȓӑ�ͫ�΅Ƽ%!ҤҸ

gǮ�!̕õƔ17Ђǹï֥0ƬˇÌĝÄūŏԞƬ΅¬Şà˘ɶƬȎնƅ54�ϲ

Л!őƠĩǨ�̧ ȻȒļ3¯Ҵ%ˏĈŎ̎ՓΑ!ɏÊȆOncorMedƬȗ˃S�55�

ÏŋFǨ�říÈ˃ƬÈȒļЪδʏʏθEq*ī(Ȓļց̪ϩE���!̕®

Ϳ};ӑˇÌȃòɼӑEc(University of Utah's Centre for Genetic Epidemiology)

ƬMarc Skolnick̓9ѵȨƬȓӑɏȹ3βŴΖeƔˇÌƬĝÄŶ֑Ȓļ�Ϳ}Ù

֫ͷǜȆҎǀ˪Fǜ56�®Ɣ˪ϕƬ*ΰ{Y˪ϷƬȫŤ�Ҏǀ˪ɜ�ʖќҎǀ

                                                 
54 Hall JM, Lee MK, Newman B, Morrow JE, Anderson LA, Huey B, King MC. Linkage of 
early-onset familial breast cancer to chromosome 17q21. Science. 1990 Dec 21;250(4988):1684-9. 

55 Marshall E. The battle over BRCA1 goes to court; BRCA2 may be next. Science. 1997 Dec 
12;278(5345):1874. 

56 ֫ͷǜǷ1847Û®ϙåӭ́ѵ!ĨȘӨˇϫǨͫϹɜ˪ϕ	Ҏǀ˪
ƬǅɜÏâƍʙƈǤÝ
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˪ɜΎˌ�Ï�(ȗ˃ԩŊFǐȈîàP̡!\ÐűŤƬ̠Ŷ�®ƔƿͫDќ�

ȉ·ȃ�Ҏǀ˪ɜƬˇÌàϗ;ƬȎýƅ�ǷˇÌȒļƬ̼ÑЏϝ57�Skolnick

̓9˚1970ÛǇΖeβŴÞθҎǀ˪ɜ(Mormon families)Ƭɏ˯˯ծќˇÌЏ

ɥ�¼ӸƔ̧ա;ƬҎǀ˪ɜˇÌЏɥɘ�Skolnick̓9ƬЪδ˙{˚Ȓļց̪

E͂�58� 

Ï1991Û�MyriadՐ®ՈřS�(Eli Lilly and Co.) Ƭ;̯TЏĊ{Yȗ˃˃ɏҰ

¬Ȓļʨ(NIH)ΑGͿ}Ù¶;ӑƬIåϯȗƾƬȒļЏƾÝ¶�FǨÏ1993�

Myriad͛�%ʬИ!6ϯȗƾƬĻτˇƾƵ �̍Ոř͛ŗ%!åϯȗOƬЏĊ�

��͛ŗΪЛ-Û�!å)+ϯȗƾƬȒļˇƾ�˴ºǷԊÀĤ̞̎ՓɬӘ

BRCAȒļ̅¬ƬՂЋӏYƥԝլƪ�ÏŋɦMyriadŎĺà»ùˏĈ�ͽéˏ

ĈǷēbЏƾī(ƬxȤÌʈ�ÌâȒļǮ�ʩ%ԊÀ̎ՓˏĈF��Myriad

P̡ՈřՐ®Skolnick̓9Ƭ֚Ĉí®ÕŧҎǀ˪ɜƬˇÌЏɥɘřʯȆ·͠˴

º59� 

MyriadЪδќRõȗ˃˃ɏҰ¬ȒļʨƬȒļ'ɈÏ1994Û10j7iːşгƔ

                                                                                                                                         
Ƭ!ɚǜ��âǨ�Љ˪ϕƬԥϕ!ƮõƔ֫ͷǜ�²ǐΪЛ�ґƬϩÎ'9ȆЉ˪ϕ˪ɜ� 

57 Dќ�ȉ·ȃé֧ˇÌȎýƅʬƬ˯ϸÓɷɯŵ˪ǅ¼ƳƆǷɆö©˯ϸΊ�{֧Ȓļ'Ɉ

ġ̪ħţˇÌќɼ̃ƫƣƬȎնƅ�ÌâȆȒļ'Ɉ˚ŐˇÌħ͐ȒļƬxȤ²Ҕ� 

58 Williams-Jones B. History of a gene patent: tracing the development and application of commercial 
BRCA testing. Health Law J 2002;10:123–146. 

59 Gold ER and Carbone J. Myriad Genetics: In the eye of the policy storm. Genet Med. 2010 
Apr;12(4 Suppl):S39-70. 
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BRCA1ȒļƬÝƙ΅ƼƔȓӑͫ�60�ͽéϓÏŋFǐ�MyriadÏ8j12iːş

ȒļΎƙ��ĔˇÌĝÄū֡̇Ƭ̯T̰¯Ҵ%ˏĈ�¯Ҵ'ʩ%Myriad��Ե

àͿ}Ù¶;ӑ{YϲЛÉMyriad˘ɶģֆǨ˙{�(Ƭȗ˃Ұ¬Ɨʺ̯

(United States Department of Human Health and Services)�ͽéӍѐˏĈ֚'�(

%ȗ˃Ұ¬Ɨʺ̯�̧ȻˏĈLǷˏ֎˥֚ΑMyriadS�Ŗ� єˠΖMyriad

,¯Ҵ%US 5,693,47323ЂˏĈ��Ĕ%BRCA1ˇÌ0 47ȻȔ֡õϳ�FǨ

Myriad,¯Ҵ%IκˏĈ61��ĔBRCA1ˇÌĝÄ{YՂЋƬhơ�Ï1995

Û6j7i�Myriad¯Ҵ%ŝκˏĈ��Ĕ%ӜǿƬBRCA1ˇÌĝÄ�ʴǽBRCA1

Ȕ֡ƬhơΊ�̧ŝȻƬˏĈTĆÏ1998Û1j20i{Y1998Û5j5iԛ˙�̧

ŝȻˏĈ̟ѤȆǷ֧MyriadęÁ͘˞BRCA1ˇÌƬնԹˏĈ�FǨ�ÏϲЛ!

ƨ̣Ǩ�Myriad3ʍ(%FǐDr. King̎ՓΑOncorMedƬˏĈ62� 

���Ï1995Û12j21iMyriadÏȗ˃{YҗȂ¯Ҵ%BRCA2ˇÌƬˏĈ�О

[�®Ȣ˃ƬStrattonЪδÏíͽͫ�΅Ƽ%BRCA2ˇÌĝÄƬȒļ63�Ӎѐ΅Ƽ

                                                 
60 Miki Y, Swensen J, Shattuck-Eidens D, Futreal PA, Harshman K, Tavtigian S, Liu Q, Cochran C, 
Bennett LM, Ding W, et al. A strong candidate for the breast and ovarian cancer susceptibility gene 
BRCA1. Science. 1994 Oct 7;266(5182):66-71. 

61 US 5,709,999; US 5,747,282; US 5,710,001; US 5,753,441; and US 6,162,89723 

62 ÇǐΞ3� Myriad filed suit against Oncormed Inc. in 1997 and again in 1998, Myriad Genetics v. 
Oncormed, Nos. 2:97-cv-922, 2:98-cv-35 (D. Utah), and the University of Pennsylvania in 1998, 
Myriad Genetics v. Univ. of Pa., No. 2:98-cv-829 (D. Utah). Both lawsuits were later dismissed 
without prejudice after each defendant agreed to discontinue all allegedly infringing activity. 

63 Wooster R, Bignell G, Lancaster J, Swift S, Seal S, Mangion J, Collins N, Gregory S, Gumbs C, 
Micklem G. Identification of the breast cancer susceptibility gene BRCA2. Nature. 1995 Dec 
21-28;378(6559):789-92. 
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ƬĝÄƬ¦я̟΅̄àőԃѥ�þǷȓӑȉͤМѤȆ̏!ȻęÝBRCA2ŶĝƬ

ЪδǷStrattonéǄMyriad� 

DҸÓù�Myriad̼ǨӖà%TYʊWǨƬBRCA1/2 DNAƬˏĈ(isolated 

DNA)�TˇÌĝÄƬhơˏĈ�{YmгЋˇÌǷĎ΅¬Ȕ֡ƬhơˏĈ�

̧őˏĈÏˏĈ֚ͫγΑGMyriadӥüƅƬ֚Ĉ�Myriad̟ѤȆǷÁ̂̏!Ȼˏ

ĮˇÌԗƬS��̅ǖxȤȆԗÈэԞɽȎնˇÌ��ĔҔƬ�ĔТŏԞ

{Yč˓Ԟ΅¬ƬBRCA1 {Y BRCA2 ˇÌ�xȤūξïʈ̔ȝԞ΅¬ȎնƬ

p16̔ȝήͫҷ˞ˇÌ�ū̡ÐԞɽ΅¬ȋàȎնƅƬPTENϼҞĬŤˇÌ�{Y

ќǐÄϽԞ΅¬ȎնƬTMPRSS2ˇÌ�!Âà)κDÇƬˇÌԗ̅ǖ�þǷ�

̏!ȻȒ΅�řƬˇÌԗ̅ǖ�řԗBRCA1 {Y BRCA2 ˇÌƼ̄Ƭ

BRACAnalysis®�CǷS�Ƭɩc̅ǖ64�  

²ǐÁuȉƬBRCA1 and/or BRCA2̰̟Myriad͘͜�í1997ÛʠʧгƔBRCA1 

{Y BRCA2ˇÌ� MyriadίòÁ̂ăĚ�̵֑Ïȗ˃��ɡ;�җȂˏĈĚ�

ӣȂ�ʋó֒�i¤65¯ҴˏĈ�éЉˏĈ3Ïş}˃ɏb΅ҵÐƨֆ� 

MyriadÏҗȂˏĈĚ(European Patent Office, EPO)ƈɩɃƬˏĈ�ǯxȤQɐȆ

hơ(method)΅ƖƬ699,754ЂˏĈ(method for diagnosing a predispodition for 

                                                 
64 Myriad website: http://www.Myriad.com (Last visited on 2016/01/15) 

65 i¤ɷ̡֬ƈP̡Ƭ-ºBRCAˏĈȆ3241736ЂˏĈ�3455228ЂˏĈ�Y3399539ЂˏĈ� T
ĆȆBRCA1YBRCA2ƬˇÌˏĈ�{YBRCA1ƬՂhơˏĈ� 
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breast and ovarian cancer)�{ƪǖ(gene)΅ƖȆxƬ705,902ЂˏĈ(17q-linked 

breast and ovarian cancer susceptibility gene)ū705,903ЂˏĈ(in vivo mutation and 

polymorphism in the 17q-linked breast and ovarian cancer susceptibility gene)�ͽé

MyriadÏҗȂǭ֑ũţS©Ъ֥Ƭģֆ� 

®ƔEPCSȖ̏53˴cκ̠Ŷ'ոƆʻƪFe̞ƥԝYՂhơDGˏĈ�Ìâ

ÏEPOɩɃ̏699,754ЂˏĈǨ�ҵÐҗȂȒļӠнYS©Ъ֥̰ѤȆşhơˏ

ĈȆՔԝòȆ�DԑΑGˏĈ�ՙhÏEPOƬ̇ֆ̯ǀYĤ̞0ΡŲɈϕӡϲ7

ÛĮō�Myriad3ʑΤƬ;ΰƬЏϝ�Ʈţ2008Û11j17iEPOCˠũȽ§ǨƬ

ˏĈ¯Ҵɧ�vіǭԗhơƬˏĈàɤƅ66�ͽéɆÀƬҴĵκȠ�Ĕӥ¶κ

Yǃ֎κ�Ɇ¤Şà25ȻҴĵκ�ͽéϲЛȽĭYĉͶǨ�²ǐρ̀7ȻҴĵκ�

mГǐǨ¯ҴˏĈң͉FQɐ�ĉʩ%�ʖнÝ�Քԝ'ɈćĆΎƙ�Ɔ�{ԛ

˙ɻɼՂΎƙȆƮˠ²Ƭ�ƬgÔ67� 

Ïȗ˃!ȻęӜƬBRAC1/2ˇÌӪԗÞΤȆ3,120 ȗO�ȎϩƔ93,600�е(Ƞ{

!OȗƾȎϩ-+O�е͠ё�.Ç)éԗͅ!ƬԾȔ֡ǑƹΤ460Oȗƾ�Ȏ

ϩƔ13,800�е�éÏҗȂęӜƬBRAC1/2ˇÌԗǑƹΤ1,500җO68 �Ïŧ

˙ȎնˏĈFǨ�Myriad®ˇÌT=ՂƬÞ(ѿƿ%47��î326.5åϯȗO�

                                                 
66 ıָͭ�BRCA1ˇÌˏĈbդˇÌԗ�͋ƨֆ�¬ĤՔĲ͌Ӓ�115ͫ�2009Û2j20i� 

67 ıʈΕ�˚BRCA1ȍǩˏĈŤǣгˇÌԗ΅ƖFˏĈǈ֔�ÞƔˇÌ֥ՔӑȒ΅̿ϔќͨ
ҋʟ֚̅�ȱ173-74 (2010) 

68 http://www.nature.com/news/2008/081202/full/456556a.html (Last visited on 2013/10/9) 
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ȩ́őÞ(ExȤříƔBRACAnalysis�3͑ǷBRAC1/2ˇÌӪԗƗʺ�ȩ́

3֧Ï2009ÛγMyriadƬƵѼ3àդ΅ƅƬÝƿ69� 

ÏàBRCAƬԗ.�MyriadƬ�ȷʬИ830ѹȗO�ĴÛρˇÌԗ̅ǖ!

κƬÞɿ͑ΪЛ4.5ѹȗO�2012ÛS�ιàȖ1200ÊɈ?�ԚÞИ4.96ѹȗO� 

Ƽ4-1 MyriadS�ќȎն΅ɒƤȮՉƼ  

 ɦγ Őκ 

1980Û~ ȗ˃ˏĈќʾҔĚ͑βŴΑ'ոˇÌ˥GˏĈ 
1991Û āĄĈ�Ù;ӑƬцպ-Ąʹх�ƾ̓9ȵÀ΅̄BRCA1ˇÌќŏϽ

ԞFγƬȞɼȎնƅ 
1994-1995Û MyriadÉÈ˃Ѯ·%BRCAˇÌˏĈ¯Ҵ� 

1996Û Myriadˤ�BRACAnalysisЋӏ̊� 
1997-1998Û BRCAˇÌ̵֑ԛ˙È˃ˏĈ˥֚�àɤͫ20Û� 
1998-1999Û MyriadÉş}б֤Ӡн΅�ևĒ�D˙˚ŐǄơƬBRCAԗ 

Џɥřϝ: Myriad�¤ҸgӜ̃(2016/01) 

ȗ˃ƯÊ<ǸØҘ̙ɌЅ̙(ANGELINA JOLIE)Ï2013Û5jīɧʋȖɦ͌ƌ֖

í@ˠũТōƅՙŏUʩ̞�gE͛ţí@ŇȆBRAC1ˇÌ֏˕Ƴ�Ïȏţí

@Ƭ¨ӴÌȆӬ˛ŏԞ�Ï+ÛƬģԞƥԝFǨLÏ56Ϛɦã5FǨ�ĸcίò

ТōƅƬŏƇUʩ̞�gEį͛ţ�âТōƅƬUʩe̞�{ːӬ˛ŏԞƬӠ́

®87%Ȭî5%�éǨ֑�ş,кʩ%č˓YȎն̕Պ�şƔ2013ÛīɧʋȖɦ

͌FǨ�֧Myriadԗį�ũţu'ƬȪΝ�ͽéȎгƬ�şќşՔԝЪδρũ

!áˇÌԗ͑ʯ�ÓâȪȤƬՔԝĸ�ɞƃ3ǷǨ֑֧Myriad˫ΡƬɆÌ� 
                                                 
69 http://www.google.com/finance?q=NASDAQ%3AMYGN (Last visited on 2011/11/24) 
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2010Û3j29i�ȗ˃ʋȖÙԩŊǓʼÎhơʨơŷRobert W. Sweetÿ�Չƕć

ĸ�ơŷѤȆ̟ĒS�Myriad (Myriad Genetics & Laboratories Inc.)նƔşƈT

�ƬBRCA1/2ˇÌşȎնƬ"κˏĈ�ŎDŞàȗ˃ˏĈơ̏101˴ƬˏĈӀɭ

ƅ	eligibility
�ǞĒĽƨˏĈͼɤ�ЉćĸΎƙb΅Èȉխͽ�ÌȨ̑Ƿȗ˃

ӡ�0̏!Ȼ̟ơʨǞĒͼɤƬˇÌˏĈ�Ï30iƬŋͣИĄ(NASDAQ stock 

market)ҟǐ·ƕMyriadƬƵѼ(MYGN)Ԡγά%9.2%�®ǐ![Ƭ24.9ȗOάî

22.6ȗO �Őб0�Myriadƿɦγ{ř!ƮÌȆƈӖàƬBRCA1/2ˇÌˏĈ̟

È˃ƬS©Ъ֥͛ʠΡ̣�Ï2008Ûɦ�MyriadÏҗȂ։˙%ոýƬBRCA ˏ

ĈΡ̣ɪº�þǷâΡ̣ӡɦ"Û�3֧MyriadʑΤ;ΰΡ̣Ý¤70� 

¤ɪβŴƔ2009Û5j12i�T=ɼ̃Քӑϕ�ȗ˃S©í®ԩϪ (ACLU)YÈ

ȻȪȤƬՔӑӑϕ�ɼ'Ί�гMyriad�ȗ˃ˏĈʾҔĚ͛ʠΡ �̣˞ ĒşBRCA1

YBRCA2ˇÌȎն7κˏĈ֚гːíͽ̅ƪ¯ҴˏĈǈ֔�Ȓļ̬Ýǂզ�ȫŤ

ˋ<ƬՔԝӾә�şˏĈD̐ËˏĈơ{YӓơǷͼɤƬ�¤ćĸ¡ʁ%ȗ˃!

Ʈ{ř˥G'ոˇÌˏĈƬиŘ�3Ȇ¬ƪȓĤ̅ϖ˕ř˽ѭƬ҈֗� 

                                                 
70 MyriadÏҗȂˏĈĚ(European Patent Office, EPO)ƈɩɃƬˏĈ�ǯxȤQɐȆhơ(method)
΅ƖƬ699,754ЂˏĈ(method for diagnosing a predispodition for breast and ovarian cancer)�{ƪǖ
(gene)΅ƖȆxƬ705,902ЂˏĈ(17q-linked breast and ovarian cancer susceptibility gene)ū705,903
ЂˏĈ(in vivo mutation and polymorphism in the 17q-linked breast and ovarian cancer susceptibility 
gene)�ͽéMyriadÏҗȂ3ǭ֑ũţS©Ъ֥Ƭģֆ�®ƔEPCSȖ̏53˴cκ̠Ŷ'ոƆʻƪ
Fe̞ƥԝYՂhơDGˏĈ�ÌâÏEPOɩɃ̏699,754ЂˏĈǨ�ҵÐҗȂȒļӠнYS
©Ъ֥̰ѤȆşhơˏĈȆՔԝòȆ�DԑΑGˏĈ�ՙhÏEPOƬ̇ֆ̯ǀYĤ̞0ΡŲɈϕ
ӡϲ7ÛĮō�Myriad3ʑΤƬ;ΰƬЏϝ�Ʈţ2008Û11j17iEPOCˠũȽ§ǨƬˏĈ¯Ҵ
ɧ�vіǭԗhơƬˏĈàɤƅ�ͽéɆÀƬҴĵκȠ�Ĕӥ¶κYǃ֎κ�Ɇ¤Şà25ȻҴ
ĵκ�ͽéϲЛȽĭYĉͶǨ�²ǐρ̀7ȻҴĵκ�mГǐǨ¯ҴˏĈң͉FQɐ�ĉʩ%�
ʖнÝ�Քԝ'ɈćĆΎƙ�Ɔ�{ԛ˙ɻɼՂΎƙȆƮˠ²Ƭ�ƬgÔ�  
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̏&ϱ  Ρ̣ӡΉ  

Ï2009Û5j12i�ȗ˃S©ԩϪ	American Civil Liberties Union, ACLU
ūS

ÂˏĈˇƾϕ(Public Patent Foundation)гȗ˃ˏĈYʾҔĚ�{YӖàBRCA1

ū BRCA2 ˇÌˏĈƬMyriad GeneticS�ūͿ};ӑȒļˇƾϕ(University of 

Utah Research Foundation)͛ʠΡ �̣Ρ̣QɐǷx˗̧κˇÌˏĈȫŤ'©͑Ք

Ƭ֚*ÌéЙZȗ˃ӓơ̏!Ƚ§ɪ(First Amendment)�{Y�ÌȆTYʊW

ǨƬˇÌȆíͽ̅ƪ(products of nature)DԑΑGˏĈéЙZˏĈơ�Ìâ�¤ˇ

ÌˏĈԑ֎ͼɤ71�ԧ͟¤ɪéÂÇŇȆ˞h(Co-plaintiffs)ƬԵàÐȻՔԝӠн�

ԫĞՔɗ�ӑ̞ѵ˄ȒļɈ�Ԟɽ̉ՆǨƬɼ˛{Yɼ˛ԧ͟Ƴ�â��Ïӑ̞

ȉ!ƮӖàˑʬÎõƬȗ˃T=ɼ̃ťϕ3ʆ�řÝȆ˞h~Ƽ�˞ h!ÂӖà

15,000õƬˇÌȒļȓӑɏ�ɼ̃ӑɏ{YȒļˏɏȹ� 

¤ɪӡϲƿɦγƬ֕Ҹ{YĖշƬơʨ҂̃ЛΉ�Ʈţ2010ÛƬ3j29i�ȗ˃

ʋȖԩŊơʨơŷćĸ̧őǈ֔BRCA1ū BRCAƬˏĈͼɤ(Invalid)�Ŏŧɲş

7κˏĈQƬ15κˏĈx˗�̧Ƿà�{ř̏!Ȼ̟ȗ˃ơʨǞĒͼɤƬˇÌˏ

Ĉ� 

MyriadˇÌS�ϩͽ͛ʠ%0Ρ�2011Û4j�¤ɪMyriadˇÌS�ϲ®ȗ˃ԩ

Ŋ0Ρơʨţ%ԩŊŉʣơʨ�2011Û7j29i�ԩŊ0ΡơʨѤŶˇÌ?Ή̿

̬ƬȪ̕DNA�{ˏĈW�f͟MyriadƬBRCAˏĈx֥�þѶÍɴYDNAĝÄ

                                                 
71 Association for Molecular Pathology, et al. v. USPTO, et al., 702 F. Supp. 2d 181 (S.D.N.Y. 2010) 
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mГΊ˔hơƬ5κˏĈ�3͑ǷѦ0Ρơʨʯ�%ςÉ%MyriadˇÌS�Ƭ

ćĸ�ѤȨ̑ɏS�L�{ǭàɷŶˇÌƬ͓κˏĈ� 

2012Û3j26i�̼ʬơʨːЉɪ΅ÍԩŊ0ΡơʨȪ҂�ȗ˃̼ʬơʨǮµ0

Ρơʨ%Ȫϔ҂̃¤ɪ� 2012Û8 j�0Ρơʨÿ�%!κTƝƬĸŶ	&m

!
�8j16i�ԩŊ0ΡơʨĸŶіǭɆć�þ3õơŷгƔ�ɷŶDNAT=�

�Ď¯ҴˏĈÈˈ!Π�ŝȻѤȆ�{��!ȻѤȆD�{�þLǷʯ�%àĈ

ƔMyriadˇÌS�ūˇÌ�ˏĈƬćĸ�ͽé�̧á0Ρơʨćĸ%ŋőřm

гˇÌĝÄƬˏĈͼɤ72�!ȻjFǨ�ɆĒÃ!áƬҴĵȗ˃̼ʬơʨÃ!á

҂̧̃ȻǰӕMyriadˇÌS�ƈӖàƬˏĈɪ� 

Ï2012Û11j�ȗ˃̼ʬơʨˠũ҂̃¤ɪ73� 

2013Û6j13i�̼ʬơʨʯ�̗҂ćĸ�TƬDNADʖ¯ҴˏĈ�̃®Ƿ

Myriadĺà̬̿»ùƘó�Լͽ�΅̄%!ȻȪȤvàƬˇÌ�þː̧ȻˇÌ

ќşŬ͉ƬԀπƪһT̾βřŎǄ΅ƖòȆ�ШԞˇÌ̧ոTƬDNAĝÄ�

ӍѐA˚̕ՊE̟T�ř�þŔͽǷíͽ̅ƪ�ÌéD˙˥GˏĈ� 

                                                 
72 Association for Molecular Pathology v. U.S. Patent and Trademark Office, 653 F.3d 1329 (Fed. Cir. 

2011). 

73 Association for Molecular Pathology, et al., v. Myriad Genetics, Inc., et al., 132 S. Ct. 1794(2012). 
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̏!κ ʋȖÎhơʨҸȩ  

Ï2009Û5j12i�ȗ˃S©ԩϪ	American Civil Liberties Union, ACLU
ūS

ÂˏĈˇƾϕ(Public Patent Foundation)гȗ˃ˏĈYʾҔĚ�{YӖàBRCA1

ū BRCA2 ˇÌˏĈƬMyriad GeneticS�ūͿ};ӑȒļˇƾϕ(University of 

Utah Research Foundation)͛ʠΡ �̣Ρ̣QɐǷx˗̧κ'ոˇÌˏĈȫŤ'©

Ƭ֚*ÌéЙZȗ˃ӓơ̏!74Y̏+�75Ƚ§ɪ�{Y�ÌȆ'ոˇÌȆíͽ

̅ƪ(products of nature)DԑΑGˏĈéЙZˏĈơ̏101˴76{Yӓơ77F̠Ŷ�

Ìâ�¤ˇÌˏĈԑ֎ͼɤ�  

Ƽ4-2 Myriad Case Claims-in-suit 

Claims-in-suit 
Patent Claims Contents 

                                                 
74 Congress shall make no law respecting an establishment of religion, or prohibiting the free exercise 
thereof; or abridging the freedom of speech, or of the press; or the right of the people peaceably to 
assemble, and to petition the Government for a redress of grievances.EgՌֈȆ: ˃ϕD˙ŤŶàն
.ÄŐκƬơǧ�Ҡ¶!эŵ˪ƆϮlǅ˪í®�ɅЯŃҸí®Ɔ�Ʃí®�ƆɅЯ'©ū�θ

ϕYÉǱżȤĵûɂƬ֚Ĉ�bíȗ˃Ï�ťϕѕʆ: 
http://www.ait.org.tw/zh/the-bill-of-rights.html�̼Ǩȃ֓i: 2013/9/30 

75 The Fourteenth Amendment (Amendment XIV) to the United States Constitution was adopted on 
July 9, 1868, as one of the Reconstruction Amendments. The amendment addresses citizenship rights 
and equal protection of the laws, and was proposed in response to issues related to former slaves 
following the American Civil War. 

76 35 USC § 101 - Inventions patentable. Whoever invents or discovers any new and useful process, 
machine, manufacture, or composition of matter, or any new and useful improvement thereof, may 
obtain a patent therefor, subject to the conditions and requirements of this title. 

77 Article I, Section 8, Clause 8 of the United States Constitution. To promote the Progress of Science 
and useful Arts, by securing for limited Times to Authors and Inventors the exclusive Right to their 
respective Writings and Discoveries. 
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Nunber 
U. S. Patent 
5,767,282 

Claims 1, 2, 5,  6, 7, and 20 ǈ֔ҔƬȆTƬDNAƬ̕ÝƪˏĈ�ÊюȆ
� 17Q-linked breast and ovarian cancer 
susceptibility gene�(17QԩŏϽԞūč˓Ԟ�ʴ
ˇÌ)�΅Ɩ'ȆSkolnickΊÐõ�¯ҴЂȆ
08/483,554�ԛɃiȆ1998Û5j5i�Âà20Ȼ
ˏĈκ�şE6ȻȆӥ¶κ�é̏20κҴĵκǑ
ȆŔϤϼҞ̔ȝ¬ƿ̪ǣӪӾӀËլƪƬhơ

ˏĈ� 
U. S. Patent 
5,837,492 

Claims 1, 6, and 7 ǈ֔ҔƬȆTƬDNAƬ̕ÝƪˏĈ�ÊюȆ
� Chromosome 13-linked breast cancer 
susceptibility gene�(13Ђǹï֥յˠƬŏϽԞ�
ʴˇÌ)�΅Ɩ'ȆTavtigianΊÐõ�¯ҴЂȆ
08/639,501�ԛɃiȆ1998Û11j17i�Âà30
ȻˏĈκ�şE3ȻȆӥ¶κ� 

U. S. Patent 
5,693,473 

Claim 1  ǈ֔ҔƬȆTƬDNAƬ̕ÝƪˏĈ�ÊюȆ
�Linked breast and ovarian cancer susceptibility 
gene�Ҵĵκ1Ȇ!ȻTƬDNA�ĔȽĭǨƬ
BRCA1 DNA78� 

U. S. Patent 
5,709,999 

Claim 1 ҔƬȆmГūTƜBRCA1 DNAĝÄƬhơˏ
Ĉ�mГÊюȆ�Linked breast and ovarian cancer 
susceptibility gene�(ūŏϽԞūč˓Ԟàն�ʴ
ƬˇÌ)�΅Ɩ'ȆShattuck-EidensΊÐõ�¯
ҴЂȆ08/483,553�ԛɃiȆ1998Û1j20i�Â
à35ȻˏĈκ�şE1ȻȆӥ¶κ� 

U. S. Patent 
5,710,001 

Claim 1 ҔƬȆȆmГBRCA1 DNAĝÄƬhơˏĈ�Ê
ю Ȇ � 17q-linked breast and ovarian cancer 
susceptibility gene�� 

U. S. Patent 
5,753,441 

Claim 1 ҔƬȆȆmГɼ'ԗ֥ET�ƬmRNA ʢՓ
ԄcDNAǨūBRCA1ˇÌĝÄmГƬhơˏĈ�
ÊюȆ� 170-linked breast and ovarian cancer 
susceptibility gene� 

U. S. Patent 
6,033,857 

Claims 1 and 2 ǈ֔ҔƬȆmГȔ֡BRCA2ɩ�ѯĝÄƬhơ
ˏĈ�ÊюȆ�Chromosome 13-linked breast 
cancer susceptibility gene�(13Ђǹï֥յˠƬŏ
ϽԞƕύˇÌ)�΅Ɩ'ȆTavtigianΊÐõ�¯Ҵ
ЂȆ09/044,946�ԛɃiȆ2000Û3j7i�Âà8
ȻˏĈκ�şE4ȻȆӥ¶κ� 

Џɥřϝ: ¤ҸgӜ̃(2014) 

                                                 
78 . An isolated DNA comprising an altered BRCA1 DNA having at least one of the alterations set 
forth in Tables 12A, 14, 18 or 19 with the proviso that the alteration is not a deletion of four 
nucleotides corresponding to base numbers 4184-4187 in SEQ. ID. NO:1. 
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ԧ͟¤ɪéÂÇŇȆ˞h(Co-plaintiffs)ƬԵàÐȻՔԝӠн�ԫĞՔɗ�ӑ̞ѵ

˄ȒļɈ�Ԟɽ̉ՆǨƬɼ˛{Yɼ˛ԧ͟Ƴ�â��Ïӑ̞ȉ!ƮӖàˑʬÎ

õƬȗ˃T=ɼ̃ťϕ3ʆ�řÝȆ˞h~Ƽ� 

T=ɼ̃ӑϕ̏!Ȼx˗Ƿ�'ոˇÌǷíͽƬ̅ƪ�říƔíͽơǑū/Ɔí

ͽ̄Σ�Ìâ'ոˇÌˏĈÏͨҋʟ̅˴ͱYˏĈơϩḚǷͼɤƬ�¤ɪƬˇ

ÌˏĈ��ĔˏĈĝÄƈQĔƬʞɠ�ȋȆíͽƬ̅ƪ�Ìâ�T=ɼ̃ӑϕǮ

˞ yriad GeneticsS��ǷͅʊƬҔµ�̧őˇÌƈÏƬõϳū͙ȩ̧őĝÄ

ɆÀ͑íͽÕÏƬʞɠ� 

¤ɪZhMyriadS�ƬԧƖȆ}ȹːíͽơǑԑƔ!ȻдϔvбƬhơǷ

ȷ˙ˏĈǈ֔Ƭ�MyriadƬˏĈҴĵκȆT(isolated)YʊW(purify)ƬˇÌ�ό

Ǯ®íͽƫзT�ŎίòʊW�Ŗşќş}ɆÀƬΎËT=T�ӍѐˇÌќ

şíͽ΅¬Ƭíͽ̄ΣŎDǷơǧEƬˏĈҔƬ�ͽéʊWˇÌŎDÇƔˇÌÕ

ÏƔíͽȉE�ˇƔ:  

(1)íͽȉEˇÌŎDϕ΅¬̟TƬ˜ƣ� 

(2)íͽȉEˇÌŎDϕ΅¬ʊWƬƫз� 

̧áÏȗ˃ԩŊÎhơʨ�ǝɷơŷѤȆ¤ɪƬˏĈҴĵκ�{ŔϤɷƅTȆ

̕ÝƪˏĈ(composition claims)ūhơ�ЛΉˏĈ(method, or process claims)�15

ȻˏĈҴĵκEÌâTȆ9Ȼ̕ÝƪˏĈ{Y6Ȼhơ�ЛΉˏĈ�6Ȼhơ�Л

ΉˏĈE�à5ȻǷmГ{YTƜhơ(comparing and analyzing)���1κǑȆӪ
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Ӿ(screening)ƬhơˏĈ�̧őhơˏĈ�ǝɷơŷѤȆ�ϲ®Ӡ˲ƆՓ͠Ћ

ơ(Machine-or-Transformation Test)řćՂǷĎ̐ËˏĈӀɭƅ�þǷşE̼;Ƭ

ƨֆÏƔ9Ȼ̕ÝƪˏĈ�̧ő˚¬ƪ֥TFDNAǷĎȆˏĈǈ֔FҔƬ�¸

ČЉTǨƬˇÌÏ¤һ0ūíͽȉƈ΅̄ƬˇÌÏƔWӑ¤һǷȎÇƆȎ̇

Ƭ?  

ʧгTūʊWƬDNAǷĎūíͽȉƈÕÏƬDNAǷĎ¤һ0àƈDÇ�vѤ

Ȇ[ͽ̅ƪȤʖˊՓ֡Ȇ�{¯ҴˏĈƬƪǖ μūɆ¤Ƭ[ͽƪà֣ΖƬɕ

̇ƅ(patentable subject matter must be “markedly different” from a product of 

nature)��ǝɷơŷÃ͟b1931ÛAmerican Fruit Growers, inc. v. Brogdex Co.ɪE

̼ʬơʨƈ͝µƬA�ʩƙ±YϲōњϬȑ̜̃ЛƬƙбLȆ[ͽ̅ƪ79�όČ

YŖíͽȉEĺà{âğÜĐ̄Ƭƙбғз�éЛΉEƬҠà̜̃�'Ȇ́*{

YӚԦƬЛΉ�ͽéLͼơŖƙбՓ֡Ȇ�{®ˏĈǈ֔Ƭƪǖ�ʩǄЛΉE֧

ƙбà%ϔƬƆ�{ʼĆƬğÜ�ǖһƆɷƅ(process a new or distinctive form, 

quality or property)� 

ӍѐMyriad˅ǭƈ¯ҴƬˇÌˏĈȆ�TūʊW�ğÜƬDNA�Ŏv;ΰ͟

bParke-Davis 80ɪƬơʨŁЈ��ǝɷơŷLѶÍ  Myriad Genetics¯ҴƬ

BRCA1ȎնƬŝκ'ոˇÌˏĈ��ǝɷơŷѤȆ�}ˤՌŝκˏĈ֚�ÌȆ

DNA{TǚзÕÏ�ŎDĭ֡şÕÏ֥QƬˇ¤ɷƅƆ֏˕Ƭʞɠ�}г�

                                                 
79 American Fruit Growers, inc. V. Brogdex Co., 283 U.S. at 11, 51 S.Ct. 328. 

80 Parke Davis & Co. v. H.K. Mulford Co., 189 F. 95 (S.D.N.Y.1911). 
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Ȥ{TDNAğÜ¯ҴDNAĝÄˏĈ֚͑�ˠʍƬ̧ոx˗�͛�ZѶ��ǝ

ɷơŷƼµ�}ƬΜĸќ̼ʬơʨAÿ�Ƭćĸ!Ȟ�̼ʬơʨѤȆːíͽ̅ƪ

ʊW�ŎD~Ƽ�¯ҴˏĈ�}Ǯ��ЉS�ÌȆ�ͼчǷȇΦƬȓӑÝ͑�é

ȷ˙̟ю̡�þDЉԛ˙ˏĈ֚�ɆÌǷTƬDNAŎ¥ū'֥ƬDNA¤һƆ

ҨҡàƖ֣ƬDÇ� 

¤áնƔ15ȻˏĈҴĵκ�ʧг9ȻƪǖˏĈҴĵκ�ǝɷơŷѤȆ®ƔTǨ

ƬDNA μūíͽȉƬƬDNAƬɷҊà֣ΖƬDÇ (markedly different 

characteristics)Cʖԛ˙ˏĈӀɭƅ�şxȤҸȩȆ�¤áDNAƬӥɷɷҊ(unique 

characteristics) ֏˕¬ƪԀπÌ=(physical embodiment of information)ÏƔT

EƬDNA{YíͽȉƬDNAḚà�̄�Ìâ}˙�ΎҸѦ̧9ȻàնTǨƬ

DNAˏĈÌȆíͽ̅ƪDʖ¯ҴˏĈ(directed to unpatentable products of nature)�

D̐ËˏĈơƬ101˴ˏĈӀɭ�ÌéˏĈͼɤ� 

��6ȻhơˏĈҴĵκ�ǑǷÌȆͼǫ̛Лmachine ot transformation testé̟�

ǝɷơŷǞĒͼɤ��ǝɷơŷѤȆ5ȻmГƆTƜDNAĝÄřӻѤBRCAȔ֡

ƬhơˏĈ®Ɣ}ȹ�ǷͅʊƬƏΣc̃ЛΉ(directed only to...abstract mental 

processes)D̐ËˏĈơƬ̏101˴éԑȆͼɤ���ʧгӻѤ�ʖŞàƥԝɤƙ

ƬլƪƬ��!κӪӾhơˏĈ��ǝɷơŷѤȆMyriadЋЫȤːˇ¤ȓӑɆǑ

ʍ(ˏĈǈ֔(seeks to patent a basic scientific principle)�ÌâѤȆşD̐ËˏĈ

ơ̏101˴éԑ֎ͼɤ� 

¤ɪӡϲƿɦγƬ֕Ҹ{YĖշƬơʨ҂̃ЛΉ�Ʈţ2010ÛƬ3j29i�ȗ˃
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ʋȖԩŊơʨ�ǝɷơŷćĸ̧őǈ֔BRCA1ū BRCA2ƬˏĈͼɤ(Invalid)�

ŎŧɲşÐκˏĈx˗81�̧Ƿà�{ř̏!Ȼ̟ȗ˃ơʨǞĒͼɤƬˇÌˏ

Ĉ� 

̏&κ  ԩŊŉʣ0ΡơʨƬćĸ  

2011Û4j�¤ɪ®MyriadˇÌS�ϲ®ȗ˃ԩŊ0Ρơʨţ%ԩŊŉʣơʨ

(CAFC)�ӍѐԩŊơʨÏ2011Û7j29iAϲʯ�%ĸŶ�2012Û3j26i�̼

ʬơʨːЉɪ΅ÍԩŊ0ΡơʨȪ҂�ȗ˃̼ʬơʨǮµ0ΡơʨŔϤMayo 

Collaborative Services v. Prometheus, Inc.82!ɪƬćĸȪϔ҂̃¤ɪ� 

2012Û8j16i�ԩŊ0Ρơʨÿ�%!κTƝƬĸŶþLʯ�%ćĸ�гƔ5

κնƔmГYTƜƬƬDNAĝÄΊ˔ƬhơˏĈҴĵ֚іǭÎhơʨƬćĸ�

LՍǷǞĒͼɤ� 

éնƔ˻ў̼ȪȤƬ’282ЂˏĈƬӪӾƬhơˏĈҴĵκ(’282ЂˏĈ̏20ЂҴ

ĵκ)ǑǷ̟ˤՌɆćĸ�ćĸˏĈàɤ� 

̼ȪȤƬ�гƔ$κѤŶˇÌ?Ή̬̿ƬȪ̕DNAƪǖˏĈҴĵκ�ŉʣơʨ

ǑǷˤՌ%ÎhơʨƬćĸ�ćĸˇÌ�{ˏĈW�f͟MyriadƬBRCAˏĈx

                                                 
81 The District Court, Sweet, J., held that:(1) patents for isolated DNA containing breast cancer 
susceptibility genes were invalid, and(2) patents for methods of analyzing gene sequences were invalid. 
Ordered accordingly. 5,693,473, 5,709,999, 5,710,001, 5,747,282, 5,753,441, 5,837,492, 6,033,857. 
Invalid. 

82  Mayo Collaborative Services v. Prometheus, Inc., 566 U.S. ___, 132 S. Ct. 1289 (2012). 
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֥� 

ćĸɧƬxΌơŷLourieơŷūMooreơŷձÇTƬDNA̐ËˏĈơEƬˏĈ

Ӏɭ�ÌâćĸˏĈàɤ�þǷBrysonơŷ3͛�%DÇόŁɧ�þӍѐÓâ�

͑ćĸΎƙéŃ0Ρơʨʯ�%ςÉ%MyriadˇÌS�Ƭćĸ�ѤȨ̑ɏS�L

�{ǭàɷŶˇÌƬTDNAƬ̕ÝƪˏĈ83� 

˧ʩhơˏĈƬ̯T�¤ɪљͻÏˏĈơ̏101˴.�ȗ˃T=ɼ̃Քӑϕ{Y

È;Քӑϕ̕ÝƬZhǷǰӕ Myriad նƔ�TƬ�DNAT=FƪF̕ËҴ

ĵκ�{YնƔ�TƜ�Ɔ�mг�DNAĝÄFhơҴĵκ� 

Ï֕ҸЛΉE�Myriad֕юş̟ǰӕƬTDNAҴĵκÏ̏101˴.�ǌ֎ˏĈ

ӀɭƬƪF̕Ë�ӽ͕ÎhơʨƬʕΐ�Myriad˘ҷČTƬDNAT=ǷŞà

ˏĈӀɭ�ÌȆƈҴĵǑǷ�Ǆ[ͽƬƪF̕Ë�éŞà�ӥɷƬÊΠ�ƅһ�

ū̮�� 

ŔӘMyriad�íͽȉŎĺàTDNAÕÏ���TǨƬDNAÏƅһ03DÇ

ƔíͽƬDNA�ʖ{b=Y˟ʧՂԞɽ�Myriad įю�Ĵ!ƪF̕ËÏǻΉ

ǣǷ{[ͽƬƪһ̕Ý�ȠŖˇÌˏĈˇƔíͽ̅ƪơǑé˧ʩˏĈӀɭːϕ̬

Ý!эŘ��vâэŘ�ϕќơʨƬÀŘ�ˏĈĚƬ΅Ɩ҂ǽ̠Ǒ�{Y˃ϕԕ

ŶˏĈơƬ²ƬȋDȎ̐� 

                                                 
83 Ass’n for Molecular Pathology v. United States Patent & Trademark Office, 653 F.3d 1329, 1334 
(Fed. Cir. 2011). 
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ȗ˃T=ɼ̃Քӑϕ{YÈ;Քӑϕ̕ÝƬZh֕ҸǑǷTƬDNAT=FҴ

ĵκͼơ̐Ë̏101˴�ÌȆÓâFҴĵκǷʧгíͽ̄ΣY[ͽ̅ƪ�ŔӘT

=ɼ̃Քӑϕ�̼ʬơʨFÀŘǷҠ¶[ͽ̅ƪ�ČŖ˚şíͽƬğз�ͩϲà

ЛϗǣбƅƬĭ̬�LͽDŞˏĈӀɭ�!ȻƪF̕Ë μà!ȻӥɷÊΠ�

ƅһ�ū̮�Ŗşʖќíͽ̅ƪ�Ɩ֣ÎDÇ��CʖŞ̺ˏĈӀɭ� 

Ï¤ɪE�T=ɼ̃ՔӑϕѤȆÌȆTƬDNAĔàќíͽƬDNAȎÇƬɩ«

ѯĝÄ�ŝƳŎĺà�Ɩ֣DÇ�FɷҊ�ƣvŔӘT=ɼ̃ՔӑϕƼµ�T

ƬDNAFҴĵκǷàϓ�(preempt)Ƭɤԑ�Čϕ˧ʩƈàԕԑBRCAˇÌƬȒ

ļ'Ɉ{YՔԝ̕Պ� 

xΌƬLourieơŷ�ȎГƔÎhơʨƬ�ǝɷơŷ®DNAT=Ƭɷƅ�Č�¬ƪ

ԀπЏʞ�ǷĎÇɦÕÏƔTǨƬDNA{YíͽȉƬDNA�3͑ǷѦ®ɷƅ

(characteristics)řʼTҔƬƪǷĎūíͽȉƈÕÏƬǷĎà֣ΖƬDÇ�Lourie

ơŷ˚ǑćĸɧƬ!βŴțͧN̓ɦ͑ΖȪƔǹï֥�DNAĝÄƬ�T=̕Ý

ќнÝ�� 

xΌƬLourieơŷÏćĸɧE҃З�[ͽ̅ƪќ'̬Ƭ΅Ɩ�Ï̏101˴.�Ƿ

ÏƔƈҴĵƬƪF̕ËȎГƔ[ͽF̅ƪƬ֡į�Č̼ʬơʨƬÀŘͩ%!˴

ҩ�͑ЩTĺà΅¬ƔíͽȉƬƪF̕ËƬ̕ÝƆį֡�þŞà[ͽ̅ƪȎýƬ

ɷƅ�{Y®Ɣ'ոƬN(é̅¬�Ɩ֣DÇ�ƆŞà�ӥɷ�ɷҊƬƪF̕Ë �

ԑÓâƬćՂˇϡƔ¤ɪƬTDNA�̟ǰӕƬҴĵκǷ�ˏĈƬҔƬƪ�

ÌȆЉőҴĵκǷʧгќíͽT=Ɩ֣DÇƬT=�ČDÇƬWӑɷƅYDÇ¤
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һƬT=� 

Myriad ƈҴĵƬTDNAǷŞàӥɷƬWӑğÜ�ČӥɷƬWӑT=�DÇƔ

'֥QƬDNA	¸ČíͽƬDNA
�ÕƔ'֥QƬíͽDNAǷ{46Ȼ;ǚ�̩֑

DNAT=F!�Ĵ!ȻDNAT=¤ŇȆ;ǚΎнƬǹï֥Ƭ!xȤ̯T�ÏĴ

!Ȼǹï֥Q�DNAT=̟�ѠƔ̝̕°FŬ͉�ğÝ!эÊȆ�ǹïһ�F

Ύн�Ã̟�ѠÝǹï֥� 

TƬDNAZéȆíͽDNAT=Ƭ͵̯T�̨˔Ȇͅ!ˇÌ�TƬDNAϲ

U̾	ČU̾T=ʫǼ0FÂѼԹ
ƆËÝ{ĔàíͽDNAT=Ƭ!̯T�Ř

ÓíͽBRCA1ˇÌǷ̜Ɣ̏17Ђǹï֥0�!Ȼ˻ўȖ)6ϯɩ«ѯƬT=�

íͽBRCA2ˇÌǷ̜Ɣ̏13Ђǹï֥0�!Ȼ˻ўȖ!ѹ!6�åϯɩ«ѯƬ

T=�ȎğF.�TƬvĔàQ͚=ƬBRCA1YBRCA2TĆρ˻ўȖ)ϯɩ

«ѯ�vȠ�ʩQ͚=�BRCA2ĝÄϕԤÝρ!ϯРŝåȻɩ«ѯ���é

BRCA1ĝÄϕԤÝρI6IåȻɩ«ѯ���įv�282ˏĈƬ̏5Y6Ҵĵκ

ǷʧгTƬDNAF�˻ўBRCAĝÄƬρ+IȻɩ«ѯ�Ìâ�TƬƫзƬ

BRCA1YBRCA2ќşÕƔ֥QFğÜD!ғ�ČՐ®'ƬN(řU̾ƆËÝí

ͽƬǹï֥DNAĝÄƬ!̯Tϕ̬ÝќíͽDNADÇƬTDNAƬӥɷWӑƅ

һ� 

TƬDNAŎǄʊWƬDNA�ʊWǷ֧ÇғƬƪһ˚Dʊ֡Ýʊ�TƬDNA

Լͽ μ˚̔ȝEǹï֥ƬԜЭET�þ3ǷϲWӑӚÿř̅¬!ȻќÕƔ֥

QƬDNAΏͽDÇƬT=�ČŎǄՐ®Té̟ʊW�Ï¤ɪE�ҴĵƬT
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DNAŎĺàƔ!ȻǦʊWƬ˺ËƪEíͽÕÏ�é μ˚ş}ˇÌƪƬWӑ̕

Ë�{WӑU̾�͠ŃF�[ͽƬTDNAǷ{ÂѼԹğÜќş}ƪһΎË�

Ìâ�ϲU̾FTƬDNAT=ŎǄíͽƪƬʊWǖ�éǷ!ȻDÇƬWӑƪ�

şб�®Ɣ�{Ր®WӑËÝéƮˠ̅¬TƬDNA�âэDNAɬ¤DѴȤ̟

ʊW� 

T=ɼ̃ՔӑϕԧюƈҴĵƬTDNAÌȆLǈќíͽDNA!ғƬɩ«ѯĝÄ�

şÌâŎĺà�Ɩ֣DÇ�ƬɷҊ�þǷâ¶͋ŎDǷȏTDNAǷĎќíͽ

DNAƖ֣DÇ�é�ǷÏʧг!ȻȎýԾ�ČTƬYíͽƬDNAFɩ«ѯĝ

Äƈ˻ўƬЏʞ�{˦ŧâ�΅Ծ�ÎhơəǑÏΨĬTƬDNAT=ƬˏĈ

Ӏɭ�ÌȆşˇÌ�ʖǷÏπѮЏʞ�şб�DNAT=Ƭӥ¶ƪF̕Ëӥɷƅ

һǷՂŶşˏĈӀɭ�éǄş¬̮̃Ɔɿ̜�WӑƪƬŖ�ʖϕ̀ɴşǄ֣

éƕƯӀɭ�Ɔ˻ўŖƬhơҴĵκ�þǷTƬDNAƬˏĈӀɭ�ρ®Ɣ

ќş�ĔvĔàȎÇќГ͔ËΎнƬíͽƪFЏʞɷҊ�Dԑ̟ĎŶ�ĽƨT

ƬDNAT=ќş�ĔƬíͽƪ֥DÇ�éŝƳƈ˻ўƬЏʞќЉŐбͼն�ϩ

ͽ¬ƪӑɏ�ʖϕːT={ş̮éΝF�þˇÌşбǷ˕àWӑ¤һFƪһ�

é͑ˏĈéŃ�̼ÑǷ{şΎнéǄş̮͙ȩ� 

ˇƔ0ȩ̃®�ŉʣ0Ρơʨ͑ˤՌ%ÎhơəƬČĸ҂ć�ČˤՌ%ՐTƬ

DNAD̐ËˏĈơӀɭƬćĸ�ǲéMyriadƬĽƨҴĵκƬàɤƅ̟ƷŶ�Ȉ

îƔρ˚'֥Ə�ˇḬ̀̐ËˏĈӀɭ�Ìâ2012Û8 j�0Ρơʨÿ�%!κ

TƝƬĸŶ�ԩŊ0ΡơʨĸŶіǭɆć�þ3õơŷгƔ�ɷŶDNAT=��

Ď¯ҴˏĈÈˈ!Π�ŝȻѤȆ�{��!ȻѤȆD�{�þLǷʯ�%àĈƔ
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MyriadˇÌS�ūˇÌ�ˏĈƬćĸ� 

xΌƬLourieơŷ�ȎГƔÎhơʨƬ�ǝɷơŷ®DNAT=Ƭɷƅ�Č¬ƪԀ

πЏʞǷĎÇɦÕÏƔTǨƬDNA{YíͽȉƬDNA�3͑ǷѦ®ɷƅ

(characteristics)řʼTҔƬƪǷĎūíͽȉƈÕÏƬǷĎà֣ΖƬDÇ�Lourie

ơŷ˚ćĸɧƬ!βŴțͧN̓ɦ͑ΖȪƔǹï֥�DNAĝÄƬT=(molecules)

̕ÝќнÝ�ÏćĸxgE�}ÏDNAǨ!ǧˠ0T=�˘ҷşΎнƅ�Ìâ

ÏćĸɧE}ѤȆTƬDNAūíͽȉÕÏƬDNAŞà�֣ΖƬDÇ�(markedly 

different ... from molecules thate exist in nature)�ÌȆÏ̔ȝEƬDNAT=(DNA 

molecules)ϕūş}DNAT={ÂѼԹΎ(covalently bonded)ΎË�Ìâ�Myriad

T�ƬTǨƬDNAŎDǷͅÕ®íͽƪһEʊW�Ƭƪһ�éǷ!Ȼӥɷ

ƬWӑб֥�Lourieơŷį˘ҷ�̧ūƿ2{řˏĈĚƬзǣȎ̐�Әúȥ�Ï

Л�29ÛQ�ˏĈĚAУ΅ÐИ2645ºTDNAFˏĈ�éţ2005Û�Aϲɩ

Ƀ%40000ºќǄíͽğзDNAȎնƬˏĈ�Č'ոˇÌEƬ20%ÝT�Ï2001

Û�ˏĈмʾҔĚͩ΅��΅ƖƬ҂ǽǮӒ��éЉǮӒe�LіǭˏĈĚгƔ

TDNAȆˏĈӀɭƬ¶͋�é˃ϕŎĺàƼµˏĈĚƬ¶͋Ƿќ̏101˴D̐�

ÓƙM[Ȥ˚âćŶDNA΅ƖDʖˊԛ˙ˏĈ�̧ȻĸŶԑЉȤří˃ϕéǄ

ơʨ84� 

MooreơŷձÇxΌơŷLourieơŷгƔTǨƬDNA�{̐ËˏĈӀɭƅƬȏ

                                                 
84̴ּ�'ոˇÌƬˏĈ֚�ȓĤ̅ϖЏʞǟ(2013) 
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ơ85�þÒί!ĳ֊��!эTǨƬDNAƬǚз�cDNA�3͑ǷHЄǚƬ

DNAˏĈӀɭƅƬʿ՝�®Ɣ’282ЂˏĈ̏2ū̏7ȻҴĵκ�{Y’492ЂˏĈƬ

̏7ȻҴĵκȆǈ֔cDNAƬ̕ÝƪˏĈ�ÒZѶÎhơʨѤȆşЀ(íͽơǑ

(laws-of-nature)éD̐ËˏĈӀɭƅ�ɆÌǥͅʊÌȆcDNAĝÄDÕÏƔíͽȉ

E(cDNA sequences do not exist in nature)�ӍѐÒ3͛�MyriadƬˏĈҴĵκÇ

ɦ˻ўƬΆūƿƬDNAsǿ�ŎDS����Ò͛�ƿ2{řˏĈĚ͑!ƮP

̡TǚƬDNA(isolated DNA)�{¯ҴˏĈǈ֔�ŎѦ̧Ƿ¬ƪȓĤ̅ϖƿ2

{řӽ͕ƬŘ�(settled expectations of the biotechnology industry)�é̼ʬơʨ3

͏Ȫ̧ғƬŘ�Ŏvʯ�ΎҸƼµƿƬDNAsǿ3̐ËˏĈơ̏101˴Ƭ̠Ŷ

éàˏĈӀɭƅ86� 

BrysonǑǷ̯TձÇ̯TZг87�}гƔնƔˇÌsǿƬҴĵκƑǭΖD!ғƬ

ȏơ�}гƔx҂ơŷUՂÂѼԹ͑�{ĦíͽƪՓ͠Ȇ'̬̅ƪƬ̃ҸD{Ȇ

ͽ�ÌȆ}ȹÏΎн{Y�ʖ0͑ǷȎÇƬ(the same, structurally and functionally, 

in both the native gene and the isolated . . . gene)şá�}гƔˇÌ¤һũţˏĈǈ

֔ϕŖş}ȣ¬�ƬԑũţȫŤύţҍc(broad claims to genetic material 

present a significant obstacle to the next generation of innovation in genetic 

                                                 
85 Moore, J., concurring in part and concurring in the judgment 

86 PATENT LAW — PATENTABLE SUBJECT MATTER — FEDERAL CIRCUIT INVALIDATES 
DIAGNOSTIC METHOD CLAIMS AS DRAWN TO “ABSTRACT MENTAL PROCESSES.” — 
Association for Molecular Pathology v. U.S. Patent & Trademark Office, 653 F.3d 1329 (Fed. Cir. 
2011). HARVARD LAW REVIEW. Vol. 125:658 

87 Bryson, J., concurring in part and dissenting in part 
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medicine — multiplex tests and whole-genome sequencing)�̼Ǩ�ʧгˏĈĚƿ2

{řȋѤȆˇÌ̐ËˏĈӀɭƅéɩɃˇÌˏĈƬ̘и�}ƼµơʨDԑЉӽ͕

̧ғƬ̠Ǒ�ÌȆˏĈĚɬ¤͑DԑЉŞàŤŶ̠ǑƬ֚*(the PTO lacks 

substantive rulemaking authority as to issues such as patentability)�!ȻjFǨ�T

=ɼ̃ՔӑϕÃ!áƬҴĵȗ˃̼ʬơʨÃ!á҂̧̃ȻǰӕMyriadˇÌS�

ƈӖàƬˏĈɪ� 

̏-κ  ̼ʬơʨƬćĸЈ֟  

2013Û6j13iȗ˃̼ʬơʨÿ�̼̗ćĸ88�3Ύİ%̧͋ǭ֑ÐÛơǧΡ̣

Ƭʏƨ�ЉćĸćŶˇÌÿȆ!э�[ͽ̅ƪ�Dʖԛ˙ˏĈ�̼ʬơʨɬӘˏ

Ĉơ̏101˴̠Ŷ�ʕ Ռ%Л�Ƭćĸéʯ�âĸŶ�ČT�řƬˇÌ̕DNA�

ԑЉȆǄˏĈ¯ҴҔƬ(un-patentable Subject Matter)�þHЄDNA(cDNA) (Ïˇ

Ì?ΉEƈЖƬ'?ËÝDNA)�ԛ˙ˏĈ�ԼͽMyriad GeneticsS�Ǟюг

T�řƬBRCAˇÌYcDNAԑӖàˏĈ�þЉćĸˇ¤0Ǟă%ЉS�г

BRCA1ūBRCA2ˇÌӖàƬˏĈͼɤ� 

®ƔćĸƬxȤèΰԾėÏԩŊŉʣ0Ρơʨ͛ţ�{.�{ˏƞƔ̼ʬơʨć

ĸEƬˇ¤ˏĈơʿ՝ūćĸгƱϕƬxȤ҈֗�ÀỡéŃ�̼ʬơʨȭгƬ

xȤֆ՝Ƿ�TƬˇÌǷD̐ˏĈӀɭƬ�[ͽ̅ƪ��ƆǷŞ̺ˏĈӀɭF

�'̬΅Ɩƪ�� 

                                                 
88 Association for Molecular Pathology v. Myriad Genetics, Inc., 569 U.S. __, 133 S. Ct. 2107, 106 

USPQ2d 1972 (2013) 
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̼ʬơʨѤȆ�Myriadƈ΅̄ƬρǷˇÌBRCA1ūBRCA2ƬõϳūĝÄ�éÓ

âƬ΅̄ŎͼˏĈӀɭ�ÌȆǷ!э[ͽÕÏƬDNAsǿ�ǲéǌ֎[ͽF̅

ƪ�éͼ˚ρ®Ɣ̟TéÝȆŞàˏĈӀɭ�MyriadŎĺà̬̿Ɔį֡»ù

BRCA1ƆBRCA2ˇÌFЏʞ�ČŖşȔʁƅ�ȈîҾϥF΅̄�ŎDņ{̐Ë

ˏĈӀɭƬȤº�ŝȻˇÌEƬȔ֡ϕбһÎѿ�˛ԞɽƬӠ́�éƯЗЉőˇ

ÌƬõϳ͑ϕ֧MyriadȒ΅ÝȠBʴǽţЉȔ֡ƬЋhơ�Myriad�ˇƔşˏ

Ĉ֚͑{ˏĈǆ֚Ρ �̣ӦϗÎǂӗ%}ƬցƨгeřˇƔş΅̄éˈòʴǽū

ЋƬƗʺ�Óâ�Myriad͑ӇŮ%şӥɏ͛ŗBRCAЋƬõϳ� 

þǷ�ČŖρTˇÌҠбDņ{ŧ˙ˏĈӀɭ�̼ʬơʨǔ˘ҷ�ˇÌϲ®Ĥ

̞Ƭ̜̃ƈ̬̿ƬǄ[ͽ΅Ɩ�{ŧ˙ˏĈ֚�ČŞЄԋƅƬDNA (cDNA)ȆŘ�

é΅Ɩ'���{ˇƔˇÌTƬhơéŧ˙ˏĈ֚� 

ćĸxΌʪ9;ơŷxȤ֕ҸǑǷ�Myriad Ŏĺàѡ̬�!ȻϔƬˇÌ�Լ

ͽҠбħţ!ȻȪȤvàƬˇÌ�Lͽ�DЛǷ΅̄!Ȼ[ͽƬˇÌƬÿ�

Ǒ˚ş�͉Ƭş}ˇÌéTЉˇÌŎǄ!Ȼ΅ƖƬЛΉʻÿ��ǲéćĸ

MyriadƬˏĈͼɤ�2013Û6j13i�̼ʬơʨ;ơŷĄΗɀͣ�цͣʯ�̗

҂ćĸ�TYʊWƬˇÌDʖ¯ҴˏĈ�̃®Ƿ�Myriadĺà̬̿»ùƘó�

ϡҠÎѦ��΅̄%!ȻȪȤvàƬˇÌ�þː̧ȻˇÌќşŬ͉ƬԀπƪһ

T̾βřŎǄ΅ƖòȆ��ШԞˇÌ̧ոDNAĝÄ�ӍѐA˚̕ՊE̟�T�

�ř�þŔͽǷ�íͽ̅ƪ��ÌéD˙˥GˏĈ� 

ćĸ!΅ă�͓ɏƈAϲǞă}ȹϕ͛ŗŏԞʴǽЋƬƗʺ�éӑƳǑгơ
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ʨƬĸŶƼµ̡֯89�éMyriadơʺƿǑ˘ҷ�ЉS�Lͽǭà&+�ºȎնˏ

Ĉ�éΏÐґLͽàɤ90�Őб0�͑ёD̟ǞĒͼɥ�BRCAˇÌˏĈƔ2015

Û¤͑ϕţ �ͫЉS�Тȥˤ�!ȻϔƬ25ʧгŏԞ{Yş}ԞɽƬˇÌTƜū

ЋƗʺ� 

®ƔΪΩ�6Ȼ{0Ƭ'ոˇÌAϲŧ˙ˏĈ֚�ΊƔƈà'ոˇÌƬƽ20%Ƿ

ũˏĈǈ֔�ǲé¤ɪг¥řˇÌȓӑ̅ϖƬ҈֗Dɐ>ׂ�vǬϤ̧áˏĈΡ

̣ćĸƬҸȩ�íͽ̅ƪơǑƓҁѤŶƬԳυ.�1ΎнLūíͽÕÏFƫзȎ

ÇƳȋD˙¯ҴˏĈ�Ǩ֑ʓɔʈ�̔ȝũ֥�Εơƚ	7Ɨģӎñʈ
��ո�

̔Ι�ϋ¬ƪYş}¬ƪѡǖƬˏĈɞϕ3àƈƨҸ� 

̏-ϱ  >Ύ  

Ɣ1948Û�ȗ˃̼ʬơʨơŷơ֒ĄьͩǮ�:�b(íͽ̅ƪ(the work of nature)

ƆǷíͽ̠ǧ(the laws of nature)̧ғƬhÜ�Ƿ˺˿ʿ՝�̧őϘƂҕҥƕ֡�

ҕϰŝ��»ùŐƪ̰�{ՄΎȆíͽ̅ƪ�ƈà�˥GˏĈƬWËƪͼ!D֥

̄íͽơǑ�Ƞ˚̧ғƬϘƂƆ̞ѣ�΅�͓z�{ҸհÁ̯ˏĈ̰DԑũGˏ

Ĉ֚�� 

                                                 
89ǘø;ӑū̹ȍ̃?ӑʨǃ֎ƬˇÌȒļƈ(Broad Institute)ƬƈƿðϧĄ�Տ҉ǑǮ���̼ʬ

ơʨƬćĸϗ§Ҡ�ÌȆćĸгɼ'�ȓӑ�ū¬ƪĤ̞̅ϖėàĈ� 

90DЛ�ɆĒS�{Y͓ɏЋб֤ǟȋǮ��̟лӄƬˏĈşбǷĘզ}ȹցƨƬxȤˏĈ� 
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ǬϤ̧áˏĈΡ̣ćĸƬҸȩ�1ɷƅLūíͽÕÏFƫзȎÇƳȋD˙¯Ҵˏ

Ĉ�Ǩ֑ʓɔʈ�̔ȝũ֥�Εơƚ��ո�̔Ι�ϋ¬ƪYş}¬ƪѡǖƬˏ

Ĉɞϕ3àƈƨҸ�Ŗ¬ĤȎն̅ǖƬˏĈ֚ŅÉȫԤ�ūUSPTO!Ʈ{řƬ

Ǳʯ�ȎZƬŅÉ�Ǩ֑ːгƔ¬Ĥ̅ϖȎնƬ҇ʾȎ̅¬Ȫ;Ƭ҈֗� 

ͽ3àӑƳǮ�ǴAҹGˇÌȒļˏĈFǈ֔�ǇDŸÌѾ҅ȴ�Ɣ̄MÌǱ

ƅèΰ�éĎɃşˏĈ�ȪԾÏƔҹGˏĈ֚Ǩ�ÓùɁ֘ˏĈ֚'F֚ɿ{Y

SÂĈɿ�Čâ̜FSÂҰ¬�˘Ť˥֚ќб֤ą̥D̈́Ȇ�òFÌԑˢǳ�{

Ģ˃ˏĈơ̏87˴(˘Ť˥֚)м̏59˴̏1κ̏2ͱ(б֤ą̥)�Ӏņ{Ìԑ

Myriad ɪƈȣ¬Fƨֆ�ȗ˃ˏĈơFӀ�˘Ť˥̯֚TʩӸ�ơćĸ�Ҡ

UƬÿơϩȆ�®ԩŊ˃ϕ{¶ơѿȦÓWTO/TRIPsťŶ̏31˴ƖŶ˘Ť˥֚

F̠ң�ÓĢ˃ˏĈơ̏87˴̏2κ̏1ͱ�ȿŖ˛Ƴ˙{Ë̃ѼɭˠũBRCA 

1/2ˇÌԗ�б֤ą̥̯T¸Ѵ®ԩŊ˃ϕŤŶÓĢ˃ˏĈơ̏59˴̏1κ̏2

ͱF̠Ŷ�h˙®ş}ՔԝӠнƆȒļӠнF˚ŐBRCA 1/2FȒļ91� 

 

 

 

 

                                                 
91̴gĕ�®Myriadɪ˟ʝÌԑˇÌˏĈFË̃ˢǳ�ˏĈɗ�13ͫ�2013Û4j� 
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̏I̶  ˇÌˏĈFǱŅÉќ̆ό˻  

̏!ϱ  ӊƠԟрƬǨ֑΅ɒ  

ӍѐÏMyriadɪǞĒ%ˇÌˏĈͼɤ�̼ʬơʨŎĺàƖҠǮ�MyriadƬɉőˏ

ĈҴĵκD̐Ëȗ˃ˏĈơ̏101˴ƈ̠ŶƬˏĈӀɭ�̼ʬơʨǮ��ќ'֥

Ƽ̄hÜęÁȎÇƬDNAǷD�ˏĈƬ�ČŖϲЛT{YʊWƬĳ֩¸ͽ�

ͽé�ÓƙǷ̎ʩ%Q͚=(intron)ƬˇÌǷ�{ԛ˙ˏĈƬ�όČ{mRNAʢՓ

ԄéÝƬcDNAL�{ԛ˙ˏĈ� 

MyriadƈũţǰӕƬˏĈ˻ўÈэǚзƬDNAˏĈ��Ĕͅb=(single primers)�

b=̕Ë(sets of primers)��Ĕb=ūş}ǮµƪƬɋº(kits that include primers 

and instructions)�̧őҴĵκǷĎ̐ËˏĈӀɭƅ�ρʖ֮ȏşǷĎȆcDNAƆ

ˇÌDNAŎŔӆ̼ʬơʨƬĸŶ�{Ј֊92� 

Ï̼ʬơʨÿ�ćĸ!ȻjǨ�2013Û7j�MyriadĈş}ĺà̟ǰӕƬş}

ˏĈκԩËͿ}ÙÙ¶;ӑΊ�ÏͿ}ÙƬȗ˃Ϳ}ÙÎhơʨ(Utah District 

                                                 
92
Ï2014Û3j�USPTOʧгíͽơǑ(Laws of Nature)�íͽ̄Σ(Nature Phenomena){Yíͽ̅
ƪ(Product of Nature)S�%̼ϔƬˏĈǮb(Guidance For Determining Subject Matter Eligibility 
Of Claims Reciting Or Involving Laws of Nature, Natural Phenomena, & Natural Products)�ʩ%
MyriadɪF��ş¸ʽè%-κ̼ʬơʨƬćĸ�ĔMayoɪ�Collaborative Services v. Prometheus 
Laboratories, Inc., 566 U.S. __, 132 S. Ct. 1289, 101 USPQ2d 1961 (2012) Diamond v. Chakrabarty, 
447 U.S. 303 (1980) �Funk Brothers Seed Co. v. Kalo Inoculant Co., 333 U.S. 127, 131 (1948) 
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Court)ÂÇÉş}ˇÌԗƬ8ɏցƨгe͛ʠˏĈǆ֚Ρ̣ɪ�Ǯю0ȩ̟Ē

S�ƈ¬̅�ӄ˂�ŖƬ̅ǖǆɎşÐκˏĈ� 

̟˞ĒƬGene By Gene Ltd.Ï̼ʬơʨǞăMyriad GeneticsćĸƬÇ![�Č̭

ЛTS�DnatraitsÉ�Ǟю��Ȥ995ȗO�͑ �͛ŗBRCA1ūBRCA2ˇÌЋ�

�ǯԫĞՂūBRCA1ūBRCA2ˇÌƬԗYTƜΊΊƗʺ93�şӊ̟Ē�Ĕ

Ambry Genetics94�Counsyl95�GeneDx�Invitae�LabCorp�Pathway Genomics{

YQuest Laboratories� 

¤ɪƬɆĒ�ǯ%� 

� University of Utah Research Foundation(Ϳ};ӑȒļˇƾϕ;ӑ)�şȆȗ˃

Ϳ};ӑƈ̢¶Ƭӑ̞ƅһƬǄԚĈ̕Պ� 

� Trustees of the University of Pennsylvania(ѩ:ơ�Œ;ӑ̃Őϕ)�şȆѩ:

ơ�Œ;ӑƈ̢¶ƬǄԚĈ̕Պ� 

                                                 

93Ⱦđ̽�ˇÌˏĈƨֆÃʠ�ǄԚĈ̕ՊќMyriad GeneticsԩË˞ĒGene By Gene�ȓĤ̅ϖ

Џʞǟ�2013Û7j 

94 University of Utah Research Foundation, et al., v. Ambry Genetics Corporation, United States 

District for the District of Utah, Case No. 2:13-cv-00640-RJS. 

95 Counsyl Inc. v. The University of Utah Research Foundation, et al., case number 2:14-cv-00150 
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� HSC Research and Development Limited Partnership (HSCȒļū΅ɒàȫË

ЮS�)�şȆΞ�Ɣ�ɡ;Ø;̆ȍƬàȫËЮS�(limited partnership)� 

� Endorecherche Inc.Ξ�Ɣ�ɡ;ѷ�ĄȍƬàȫS��Myriad Genetics & 

LaboratoriesInc. (Myriad)�şȆΞ�Ɣȗ˃҉ƊªÙƬàȫS�� 

éşΡ̣àնFˏĈxȤà{.$º� 

� ȗ˃̏5,654,155ЂˏĈ�ÊюȆ�Consensus sequence of the human BRCA1 

gene�(ÂàĝÄƬ'֥BRCA1ˇÌ)�΅Ɩ'ȆMurphyΊÐõ�¯ҴЂȆ

08/598,591�ԛɃiȆ1997Û8j5i�Âà4ȻˏĈκ�şE3ȻȆӥ¶κ�¤º

ˏĈɆ¤ƬˏĈ֚'ȆONCORMED, INC.�²ǐA̎ՓîMyriad Genetics� 

� ȗ˃̏6,033,857ЂˏĈ�ÊюȆ�Chromosome 13-linked breast cancer 

susceptibility gene�(13Ђǹï֥յˠƬŏϽԞƕύˇÌ)�΅Ɩ'ȆTavtigianΊÐ

õ�¯ҴЂȆ09/044,946�ԛɃiȆ2000Û3j7i�Âà8ȻˏĈκ�şE4ȻȆ

ӥ¶κ�¤ºˏĈɆ¤ƬˏĈ֚'ȆMyriad Genetics�²ǐA̎ՓîͿ};ӑȒ

ļˇƾϕ;ӑ� 

� ȗ˃̏5,753,441ЂˏĈ�ÊюȆ�170-linked breast and ovarian cancer 

susceptibility gene�(170ԩŏϽԞūč˓ԞƕύˇÌ)�΅Ɩ'ȆSkolnickΊÐõ�

¯ҴЂȆ08/488,011�ԛɃiȆ1998Û5j19i�Âà37ȻˏĈκ�şE4ȻȆӥ

¶κ�¤ºˏĈƬˏĈ֚'ȆͿ};ӑȒļˇƾϕ;ӑ� 
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� ȗ˃̏ 5,709,999ЂˏĈ�ÊюȆ� Linked breast and ovarian cancer 

susceptibility gene�(ԩΎƬŏϽԞūč˓ԞƕύˇÌ)�΅Ɩ'ȆShattuck-Eidens

ΊÐõ�¯ҴЂȆ08/483,553�ԛɃiȆ1998Û1j20i�Âà35ȻˏĈκ�şE

1ȻȆӥ¶κ�¤ºˏĈɆ¤ƬˏĈ֚'ȆSHATTUCK-EIDENS, DONNA M.�

²ǐA̎ՓîͿ};ӑȒļˇƾϕ;ӑ� 

� ȗ˃̏6,951,721ЂˏĈ�ÊюȆ�Method for determining the haplotype of a 

human BRCA1 gene�(ƔҠŶ!'֥ͅȶǚBRCA1ˇÌƬhơ)�΅Ɩ'Ȇ

Murphy�¯ҴЂȆ09/923,327�ԛɃiȆ2005Û10j4i�Âà19ȻˏĈκ�ş

E4ȻȆӥ¶κ�¤ºˏĈɆ¤ƬˏĈ֚'ȆGENE LOGIC ACQUISITION 

CORP.�²ǐA̎ՓîMyriad Genetics� 

� ȗ˃̏7,250,497ЂˏĈ�ÊюȆ�Large deletions in human BRCA1 gene and 

use thereof�('֥BRCA1ˇÌƬ;ǚ֡̇YşŖ)�΅Ɩ'ȆSchollΊÐõ�¯

ҴЂȆ10/457,839�ԛɃiȆ7i31j2007�Âà20ȻˏĈκ�şE1ȻȆӥ¶κ�

¤ºˏĈɆ¤ƬˏĈ֚'ȆSCHOLL, THOMAS�HENDRICKSON, BRANT C.�

WARD, BENJAMINPRUSS, DMITRY�²ǐA̎ՓîMyriad Genetics� 

� ȗ˃̏5,750,400ЂˏĈ�ÊюȆ�Coding sequences of the human BRCA1 gene�

(ҨҡĝÄƬ'֥BRCA1ˇÌ)�΅Ɩ'ȆMurphyΊÐõ�¯ҴЂȆ08/798,691�

ԛɃiȆ1998Û5j12i�Âà8ȻˏĈκ�şE5ȻȆӥ¶κ�¤ºˏĈɆ¤Ƭ

ˏĈ֚'ȆONCORMED, INC.�²ǐA̎ՓîMyriad Genetics� 

� ȗ˃̏5,837,492ЂˏĈ�ÊюȆ�Chromosome 13-linked breast cancer 
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susceptibility gene�(13Ђǹï֥յˠƬŏϽԞƕύˇÌ)�΅Ɩ'ȆTavtigianΊÐ

õ�¯ҴЂȆ08/639,501�ԛɃiȆ1998Û11j17i�Âà30ȻˏĈκ�şE3

ȻȆӥ¶κ�¤ºˏĈɆ¤ƬˏĈ֚'ȆMyriad Genetics�²ǐA̎ՓîͿ};

ӑȒļˇƾϕ;ӑ� 

� ȗ˃̏5,747,282ЂˏĈ�ÊюȆ�17Q-linked breast and ovarian cancer 

susceptibility gene�(17QԩŏϽԞūč˓ԞƕύˇÌ)�̈́ Ɩ'ȆSkolnickΊÐõ�

¯ҴЂȆ08/483,554�ԛɃiȆ1998Û5j5i�Âà20ȻˏĈκ�şE6ȻȆӥ¶

κ�¤ºˏĈƬˏĈ֚'ȆͿ};ӑȒļˇƾϕ;ӑ� 

MyriadÏ2013Û7j�Éȗ˃Ϳ}ÙԩŊÎʨʠΡ˞ĒAmbryƈ͛ŗƬŏԞƕύ

ˇÌԗƗʺǆɎşÐκˏĈ֚Ĉ�ŎÉơʨԧҴʮ̜TřϮlAmbryÏ�͋0

͛ŗƗʺ�éǨMyriad¸ʠΡ˞Ēş}S�ǆ֚�®Ɣ̼ʬơʨŎĺàƖҠǮ�

ɉ!κˏĈ̟ǞĒͼɤ�$κˏĈE�şEρà!κˏĈǷͩʍ(̼ʬơʨƬʝ

Ҹң͉E�Myriadɒ̄şÏBRCA1/2ˇÌ0҆ƦvÁȭƅƬ�ĚY͘˞ƅ�YŖ

̟̼ʬơʨǞĒ%}ƬͅʊˇÌĝÄƬˏĈͼɤ�}Làş}ƬˏĈăĚ�

Myriad{0ȩ$ºˏĈx˗̟Ēƈ͛ŗƬBRCA1ūBRCA2ˇÌЋ��ǯԫĞ

ՂūBRCA1ūBRCA2ˇÌƬԗYTƜΊΊˇÌЋƗ �̋˞ ĒǆɎşˏĈ� 

2014Û3j10i�ȗ˃Ϳ}ÙԩŊÎʨơŷΜŶѶÍMyriadΊɆĒFʮ̜TԧҴ�

Myriad͛ʠ0Ρ�éȗ˃ԩŊŉʣ0ΡơʨÏ2014Û12j17iʯ�ćĸ�ѤŶ

MyriadƬ 5,753, 441� 5,747,282 ū5,837,492ЂˏĈÌ˻ў[ͽ̅ƪǷ{D̐Ëˏ

ĈӀɭƅ� 
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ǐȩćĸ�֧ MyriaḓЛòŖˏĈ֚Ĉřіǭş�͋ӥ�ÎõƬÿȆÃǣũɣ�

Ǩ֑�éMyriadќAmbryγƨ̣AƔ2015Û2jŽ{ŝ̬ūЈÞ͋�ͽéÏǨ֑

ƫƣ΅ɒDĈƔMyriadƬƫƣ.�şƔ2015Ûƻ̵֑ќ̟ĒūЈ96�3ȆӜȻˏ

ĈΡ̣Őº̫у0�Ծ�éMyriadƈӖàFˏĈ�˚2014Û8jʠAβŴ̵֑

ţͫ�ş�͋Îõ¸ːũţ҈֗�é{ˏĈǈ֔�͋ƬhÜɞƃADӀƔˇÌ

ԗ҇ʾ�ίé�βˬ%Ǩ֑DÇƬʾϖǩі� 

̏&ϱ  ̯TˇÌDĔIntron�ȗ˃̼ʬơʨ{Intronÿ

ȆćՂҔϡɞƃǨ֑LϕКţǰӕ  

ÓÇ¤g̏&̶N̓�IntronƬÕÏƔ²ǐȓӑ̃Ј̼ȪȤƬ�ʖǷȆ%էŶ

DNAĝÄƬΎнէŶ�Ìâ�ȠˇÌĝÄƬΎнˊէŶƬЍ�DѴȤIntronƬˇ

ÌĝÄǷÕÏƬ�̼ʬơʨ¤á{ǷĎĔàIntronÿȆćՂˇÌĝÄǷĎȆ[ͽ

̅ƪƬҔϡ�ͽé�²ǐAƯà'ոˇÌǷDĔàIntron�Ï̧ғƬˇÌ0�̼

ʬơʨƬҔϡːͼƈӀ˚�ӎñ�ҷϱʈ(Thrombomodulin)Ƿ!эƼ̄ƔñѐQ

±̔ȝҫƼȭƬԸ̝°�şxȤ�ʖǷʽќñ˸ģӎθZԑ�ӎñ�ҷϱʈʩT

�ƔQ±̔ȝ��Ɣş�̕Պ̔ȝÓ�ȜҟӲËͺș �҄ͅ ɩ �̂φEƅ°ñ̂�

0±̔ȝ��Ϡì̔ȝ�łһ̔ȝ�Խ˸İ̔ȝ�Ͼʗҫ̔ȝYϼҞ̔ȝ3̰à

TMƬƼ̄�ÏçЦșȜ΅ĿE�ӎñ�ҷϱʈƬT�ÏșȜ�ƬȜҟ̔ȝ�c

                                                 
96 2015Û2j�Ambry GeneticsSĒşќMyriadИţūЈ� 
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ñѐ΅ĿĽ̒�0±̔ȝ�̦ʫ{YϾƬ̯Tʼ˄97�şTăÓâ҆Ʀ�֣µş

�ʖɞƃȎϩȪȤ�ͽéЉ̝°ƈгԑFˇÌǷDĔàIntronƬ�Љ̝°FˇÌ

ĝÄƔ1987Û̟΅̄�Ŏ΅ƼƔȗ˃˃ɏȓӑʨʨ�(Proceedings of the National 

Academy of Sciences of the United States of America, PNAS)�՝²ȆHuman 

thrombomodulin gene is intron depleted: nucleic acid sequences of the cDNA and 

gene predict protein structure and suggest sites of regulatory control 98�éÏ'֥Ƭ

̑ҩ֥ϩE�3ĔàˇÌ�ȒļǮ��Ï'֥Ƭ̑ҩ֥Ƭ37ȻˇÌȋDĔà

Intron99�̔ȝһQƬȝӐ-̑ҩ֥�Ƿ֥QWӑZԑѡ̬ATPʖΰƬřϝ�Ĕà

�ȹí@ӥɷƬˇÌ֥�΅¬Ï̑ҩ֥ˇÌƬȔ֡�Ƿ̬ÝґэԀπɻɼƬɆÌ

100�ŎvԥǷ{¨ĽԀπƬhÜ�ÏDĔàIntronƬˇÌÕÏƬƫƣ.�¤á̼

ʬơʨƈǤ¶ƬćՂҔϡɞƃːřLϕКţǰӕ� 

                                                 
97 ďƄҋ�ӎñ�ҷϱʈΎнʼFѡ̺ќ�ʖTƜ�˃¶Ý�;ӑы9Ҹg�2003Û� 

98 Jackman RW, Beeler DL, Fritze L, Soff G, Rosenberg RD. Human thrombomodulin gene is intron 

depleted: nucleic acid sequences of the cDNA and gene predict protein structure and suggest sites of 

regulatory control. Proc Natl Acad Sci U S A. 1987 Sep;84(18):6425-9. 

99 Tom Strachan and Andrew Read, Human Molecular Genetics (4th Edition, 2010). 

100 Ұ¬ьĈ̯˃©ʱ˖϶S�А̑ҩ֥ˇÌàնƬԀπƅɻɼ�ĔԀπƅLeberoΝʃϲɼ֡

(LHON)�̑ҩ֥ϾɽËśŏѯñɽYոEȲ΅ÿ(MELAS)Ί�

http://gene.hpa.gov.tw/index.php?mo=CasebPaper&action=paper1_show&sn=17(Last visited on 

2016/02/24) 
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̏-ϱ  USPTOгƔɩѯȎնĤ̞ƬˏĈ҂ǽhʧ  

1790Ûȗ˃̏!̯ˏĈơ̠βŴǳò�ϩɦŹ¥à»ù҂ǽӠŤ�¯Ҵ'ͅʊː

ş΅ƖɧȭWǨĐ·ˏĈĚ�î1836ÛƩ¤�(§Ü҂ǽȤĵ�®Ş̺Ȏϩˏϖ

Ƭ'Ɉӛ»҂ǽ?ÿ�éǤ¶âɋŤǣƤîM�ȗ˃ˏĈʾҔĚ	USPTO


Ǒ˚1980 Û~ʠ�βŴɩ΅ќˇÌàնFˏĈ�şÏ2001 ÛS�Ƭ�бƅԗ

ǽǮb�	Utility Examination Guidelines
E�ѤȆ'ոͅDNA ƆʊWDNA T

=�ė�ҹGˏĈ�vг̧őDNA T=Ƭԑ�̐Ëş}ˏĈȤºɦ�3�ҹ

GˏĈ101�Л�ȗ˃̼ʬơʨ�˚ĺàӠϕʝҸ'֥ˇÌFˏĈӀɭƅʿ՝�þ

Л�.ʌơʨ�;ÐƉѤ˕à'֥ˇÌƬͅDNA T=�ŞàˏĈӀɭƅ�é

ȎնɪŘƈ˟ʝƬ�ǑǷÏŞàˏĈӀɭƅǨ�ǷĎŞ̺ş}ˏĈȤº102� 

ƔMyriadɪFćĸΎƙ;͒ĭ֡%USPTOնƔɩѯȎնĤ̞Ƭ҂ǽhʧ, Ìâ

USPTOÏ̼ʬơʨгƔMyriadɪćĸ�řǨƬϩ[Č΅�!½̺ĠԄ103�{͛

ŗˏĈ҂ǽ̯ǀÿȆƻĳ҂ǽƬǮb�şȪԾÓ.: 

                                                 
101 United States Patent and Trademark Office Utility Examination Guidelines, 66 Fed. Reg. 1092, 

1093 (Jan. 5, 2001). 

102 Eileen M. Kane, Patenting Genes and Genetic Methods: What's at Stake?, 6 J. BUS. & TECH. 

L. 1, 8(2010). 

103 "Supreme Court Decision in Association for Molecular Pathology v. Myriad Genetics, Inc.", from 

Andrew H. Hirshfeld, Deputy Commissoner For Patent Examination Policy 
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1.҂ǽ'Ɉ̄MԑгρĔàͼҸǷĎϲTƬíͽÕÏFɩѯƆşsǿƬ̅ƪ

Ҵĵκ�{D̐Ëȗ˃ˏĈơ̏101˴ǄˏĈӀɭҔƬřɩѶ� 

2.ҴĵκȠƖҠƬȫŶƔǄíͽÕÏFɩѯÓcDNAƆíͽÕÏƬɩ�ѯĝÄA

̟ĭ֡Fɩѯ(ŘÓ'̬F֡̇ĝÄ)�ǑLȆˏĈӀɭҔƬ� 

3.ş}Ҵĵκ�ǯɴYíͽÕÏFɩѯƬhơҴĵκ�ʖϕ�̄ˏĈӀɭƅF 

ƨֆ�ԑЉŔӘ̄àƬ҂ǽˇϡ-MPEP2106̶ϱ(ˏĈҔƬӀɭƅ)104řίò҂

ǽ� 

USPTOˇƔMyriadɪ{YMayoɪ�Ï2014Û3j4iÃá΅�!½SĒ105:�ćՂ

ˮȩƆɴYíͽơǑ�íͽ̄ΣYíͽ̅ƪFҴĵκF¯ҴҔƬӀɭƅ҂ǽǮb�

(Guidance For Determining Subject Matter Eligibility Of Claims Reciting Or 

Involving Laws of Nature, Natural Phenomena, & Natural Products)�Ŏŧ~ǐȩF

̺ĠԄ�{ťĊ҂ǽŲɈćՂҴĵκǷĎќíͽÕÏƳà֣ΖƬDÇ (significant 

difference)éȆӀɭҔƬ�ĬƆǷҴĵκǌҴĵíͽÕÏFǻƪ�͑ШMyriadɪ

ƬҴĵκ!ғǄȆӀɭҔƬ� 
                                                 
104 Manual of Patent Examining Procedure (MPEP) 2106 Patent Subject Matter Eligibility, latest 

revision August 2012, http://www.uspto.gov/web/offices/pac/mpep/s2106.html (Last visited on 

2016/01/15) 

105 2014 Procedure For Subject Matter Eligibility Analysis Of Claims Reciting Or Involving Laws 

OfNature/Natural Principles, Natural Phenomena, And/Or Natural Products", from Andrew H. 

Hirshfeld, Deputy Commissoner For Patent Examination Policy, 

http://www.uspto.gov/patents/law/exam/myriad-mayo_guidance.pdf (Last visited on 2016/01/15) 
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Ы5-1 USPTO҂ǽǮbćՂˏĈӀɭƅȃΉ  

 

Џɥřϝ: ǳηѺ�˚ȗ˃Myriadɪ˟ʝϲTDNAFˏĈӀɭƅ�¤ҸgӜ̃(2016) 

Љ҂ǽǮbÏćՂ¯ҴҔƬӀɭƅFȃΉE͛�3Ȼʿ՝: 

ʿ՝1: Љ¯ҴˏĈF΅ƖǷĎȆ�;ơŶˏĈӀɭ¯ҴҔƬFңեČhơ�Ӡ 
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Ӑ�ѡǖƆƪF̕Ë?ÓƙɪǷĎŶƬ,Ҵĵκԑ{ȗ˃ˏĈơ̏101 ˴G{ɩ

Ѷ;ȠɪǷƷŶƬǑփ֑ίòʿ՝2� 

ʿ՝2: ЉҴĵκǷĎàˮȩƆɴY!Ȼ{0FơŶŘ�(judicial exceptions)? Ó

ƙɪǷĎŶƬ,ЉҴĵκČȆˏĈӀɭҔƬ�ČęÝTƜ�ȠɪǷƷŶƬ�

DҠŶƬƆà»ùчҌ�Ǒփ֑ίòʿ՝3�ɷĆǷÓƙƈҴF¯ҴҔƬǷþD

ȫƔ˙íƔíͽřϝFWËƪ(Óģ¬ʈ�ʒƶ� Ƣʒ�´Ƣȣ¬ƪ�Ӟʒ�Ȁ

ʈΊ)�ȴƪ(Ópƙ�Ңƪ�ëոќҮΛ)�íͽÕÏFƾ֎ќƾ֎WËƪ�րƪ

һ�íͽĲɥ(Óź´�Ķ�8ս)�ɩѯ�àӠ֥(Ó̔Ι�ͯƪќÐ̔ȝʻƪ)�

̝°һќֳ�{Yş}˚íͽ΅̄Fƪһ� μÏʿ՝3F.ίòTƜ{ćՂş

ǷĎȆíͽ̅ƪ� 

ʿ՝3: ЉҴĵκӜ֥éŃǷĎàˮȩ֣ΖDÇ(significantly different)ƔЉơŶ

Ř�Fǻƪ?ȠҴĵκˮȩƏΣϘƂ�ԑρŔ̄àƬ҂ǽˇϡ- MPEP2106̶ϱ41

ίò҂ǽČ��ʩâF��ԑŖÌ={TƜҴĵκǷĎ�֣ΖDÇ�ƔơŶŘ

�� 

Љ҂ǽǮbгƔÓùTƜ�֣ΖDÇ�ÄԬ�12ȻÌ=�ʶÉƔˏĈӀɭƅFÌ

=(֣ΖDÇ){YDĈƔˏĈӀɭƅFÌ=(Ǆ֣ΖDÇ)Èà6Ȼ�ȠȎնÌ=F

Ӝ֥ʶÉƔˏĈӀɭƅ,ǑЉҴĵκ�ȆӀɭ¯ҴҔƬ�ZF�ȠȎնÌ=FӜ

֥DĈƔˏĈӀɭƅ�ǑЉҴĵκԑ̟ɩѶ�ŎǄĴ!ȻÌ=ȋќĴ!ȻҴĵκ

Ȏն�ǲĴ!áFTƜŎDѴȤèΰƈàÌ=�{ρρʧгɩѯFҴĵκȆŘ�

�ѴTƜ{.Ì=a)ќg): 
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a)̅ƪҴĵκˮȩýzȆíͽ̅ƪFǻƪ�þϲTƜǨćՂȆǄíͽÕÏvÏ 

Ύн0֣ΖDÇƔíͽÕÏ̅ƪ� 

g)̅ƪҴĵκˮȩýzȆíͽ̅ƪFǻƪ�vÏΎн0ŎǄ֣ΖDÇƔíͽÕÏ

̅ƪ� 

TɩѯԼĭ֡%şΎн(Ր®UՂWӑԹ)�þЉĭ֡Ŏ¥ÏϲTɩѯќşí

ͽÕÏгԑƪFγ̬̿�Ύн0F֣ΖDÇ�ǲD̐ËÌ=a)þ̐ËÌ=g)�Ȏ

նÌ=FӜ֥DĈƔˏĈӀɭƅ�Ìâʿ՝3ƬɪǷĎŶƬ�ЉҴĵκԑ̟ɩ

Ѷ� 

Љ҂ǽǮbŎԬ%8ȻŘ=ѦƖÓùTƜҴĵκӜ֥éŃǷĎˮȩ֣ΖDÇƔí

ͽÕÏƳFǻƪ�şEГŞǮҔόϷƳ�ŘÓбŘBŘµ˚íͽřϝʊWé˙F

WËƪ�®ƔşÏΎн0Ŏ¥̇ƔíͽÕÏƳ�ǲǄȆˏĈӀɭҔƬ�бŘ E

ǑŘµƔίòDNAËÝFb=г(ŞàĝÄկĆЂ:1F̏!b=ќŞàĝÄկ

ĆЂ:2F̏&b=)�¸ÌşɩѯĝÄŎ¥ĭ֡�ǲÏΎн0̟ΝȆŎǄ֣ΖD

ÇƔíͽÕÏƳ�vЉb=гF�ʖќşíͽгԑƪDNA¸ȎÇ�Čȋ�ќş

HЄɩѯĝÄ·�ÌâƈҴFb=гÏΎнќ�ʖŎ¥֣ΖDÇƔíͽÕÏƳ�

ǲǄȆˏĈӀɭҔƬ106� 

                                                 
106 ǳηѺ�˚ȗ˃Myriadɪ˟ʝϲTDNAFˏĈӀɭƅ�ͨҋʟ֚̅j��189ͫ�2014Û9

j� 
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̏�ϱ  íͽ̅ƪơǑ-֣ΖʼĆơFҸȩ  

Ɣ1948Û�ȗ˃̼ʬơʨơŷơ֒ĄьͩǮ�:�b(íͽ̅ƪ(the work of nature)

ƆǷíͽ̠ǧ(the laws of nature)̧ғƬhÜ�Ƿ˺˿ʿ՝�̧őϘƂҕҥƕ֡�

ҕϰŝ��»ùŐƪ̰�{ՄΎȆíͽ̅ƪ�ƈà�˥GˏĈƬWËƪͼ!D֥

̄íͽơǑ�Ƞ˚̧ғƬϘƂƆ̞ѣ�΅�͓z�{ҸհÁ̯ˏĈ̰DԑũGˏ

Ĉ֚�� 

íͽ̅ƪ(Product of nature)ơǑǷ®ȗ˃̼ʬơʨŔϤˏĈơƬ¶ơǱèΰ

éǤн�ƬɆǑ�Ϯlːíͽ̅¬Ƭƪһ(substances)�̄Σ(phenomena){YЛ

Ή(processes)¯ҴˏĈ� 

1948ÛƬFunk Bros Seed Co. v. Kalo Inoculant Co!ɪE�ȗ˃̼ʬơʨǑȵá͑

ϋ¬ƪǷĎ�ԛ˙ˏĈǈ֔҂ �̃ŎҠŶ%1Ƿíͽ̠ǧќíͽ̄Σ͑Dʖŧ˙

ˏĈƬˇ¤Ɇ̃�ȵÀ΅̄â¥ƯíͽɆ̃ɆǑF'�Dʖ{ˏĈhÜӥü�â

ɪҠ¶Ƭíͽ̅ƪDʖ̐ËˏĈӀɭ107�ӍѐɆ¤ˏĈơEնƔˏĈӀɭƅƬ̠

Ŷ҆ƦÎ֧Èэ̿ϔȋ�˙ţˏĈƬǈ �֔ͽéՐ®ӳΰˏĈơƬ¶ỡ®ūǱ

èΰ�̼ʬơʨ̬̿%̧ȻˏĈӀɭEƬŘ��Číͽ̅ƪơǑ�íͽ̅ƪD

̐ËˏĈӀɭ�®Ɣíͽ̅¬Ƭƪһ�̄ΣќЛΉȆÁ֥'ոƈÂàDԑՐ®ˏ

ĈƬhÜːşΑ˧}֚Ĉ� 

                                                 
107 ¬ƪˏĈǈ֔Ƭʿ՝: ˚CharkarbartyţˇÌˏĈ�ÞԄƔνӅÖ�ͨҋʟ֚̅΅ɒԳυќȪ

Ȥʿ՝Ȓļ�OϤ�ƩƱ� 
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ʩ%íͽ̅ƪ¤ŇƬ³Ȑ�şÏʼT�΅̄�ū�΅Ɩ�Ƭ΅ɒ.�®Ɣ,ũţ

ş}ˏĈ˥G˴ºF҈֗�ŖşÏơǧҔϡ0ŞàD̒!Fɷƅ108�ԼˏĈơƔ

1952ÛFȽơɦίò%103˴Fϔѿ�Ĝ˱Ր®ȧȭƼÄƬǄ֣éƕƯƅ̠Ŷʖ

͛ʬíͽ̅ƪϡǑŁЈ0ƬTƝ�ͽéLͽ¥ʖƖҠӒb!˴ƖҠƬ̠Ǒ� 

Myriad!ɪE�̼ʬơʨĈ˘ҷcDNAќ[ͽDNAÏWӑΎн0ƬDÇ�Әâ

ѤŶcDNAȆ΅ƖŎŞ̺ˏĈӀɭƅ�ͽéÏͅDNAhȭ�̼ʬơʨǔ,D{

WӑΎнƬłǣίòҸȩ�é{ͅDNA˕àƬԀπʞɠќ[ͽƬˇÌęÁ!

Ȟ�ͼ֣ΖDÇǲDŞˏĈЏɭ�ͽé�Ƞ{WӑΎнřȏ�cDNAќͅDNA

ƔWӑΎн0ėќíͽDNADÇ�Ƞ{�ʖȏř�cDNAќͅDNAė֏˕Ԁπ

ʞɠ� 

®ƔǷĎŞà�֣ΖDÇ�ƬTƜłǣŎĺàȫŤ�Ɣ¤ɪE�̼ʬơʨɦé{

Wӑ(Ύн)ƬłǣίòҸȩ�ɦé{ƈ֏˕FԀπʞɠ(�ʖ)ίòmГ�Ƿ{í

ͽ̅ƪƬćՂhÜLŞàʝҸƲγ� 

àӑƳǮ��TDNAŎǄíͽ̅ƪ�BRCAˇÌϗşбƅxȤǌՄÌƔşT

=ɷƅ�éǄ¬ƪFԀπʞɠƬД֥�ːˇÌíǹï֥TFǨ�{Փ͠ŞàD

ÇΎнќɷƅƬWӑƪһ�TDNAƬбƅYÏƔşT=Ύн�éǄşDNA

                                                 
108ѓ֮ˏĈơбҽ�ʼT�΅̄�ќ�΅Ɩ�ƬơǧҔϡ�ϘǯȆ{.-эŠǚƬğÜ��б

ƅԗ֤ơ���ԕ̬̿ƅԗ֤ơ���֣ΖʼĆԗ֤ơ��ùբg��΅Ɩ�ќ�΅̄�ƬȪϔȉT�

ͨҋʟ֚̅�9ͫ�2013Û12j 
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ĝÄ�TDNAƬΎнќ'֥QƬˇÌŞàϗ;ɕ̇�Ƿ{ŞàˏĈӀɭƅ109� 

¸à͛�ʩ%{WӑΎнF��¸μèΰT=ɷƅ(�Ĕ�ʖ)ɕ̇ÿȆǷĎũќ

ˇÌˏĈFǮҔ� 

¤gѤȆ�íͽ̅ƪќ'Ȇ̅ƪFʼĆԑǤ¶ƔWӑΎн0Ƭɕ̇�éǄ�ʖƆ

ƅһ0ƬDÇ�¸Čƈ¯ҴƬҔƬƪȠќíͽ̅ƪƔWӑΎн0àƈʼĆ�Č֎

Ɣ'Ȇ΅Ɩ�®ƔWӑΎнŞàşΏгƅ�ГDũţ'Ȇx֮ƆǷύũќЈ֊҈

֗� 

{¤ɪéŃ�̼ ʬơʨ˦Diamond v. Chakrabarty!ɪE{�ʖÿȆǷĎŞà֣

ΖDÇƬhÜÿȆćՂ�é¥͑WӑΎн0Ƭĭ֡�ӒȞќˏĈʾҔĚՍàƬώ

ơʯ�ęÁDÇƬŁЈ�ǴȆ¼Ӹ'ȆćՂǇDˊǠ֮�ˀà¼Ӹȓӑ0ƬΎн

֠ĆŴ�ИţǠ֮!ȞƅƬҔϡ� 

ͽé�͑¤ɪΎƙȏř�̼ʬơʨÏíͽќ΅ƖFγƈ�ƬȉҩŔՍDƖ�ļ

̷ѴȤÐ_ΉǣƬĭ֡C�{ːíͽ̅ƪՓ֡ÝȆ'Ȇ΅Ɩ?͑DNAéŃ�à�

ʖίòƬ'Ȇĭ֡ʩ%ѬϋƬ֪ˇгĭ֡�î֪ˇгƬǏʩ�Ȉîţќş}ˇÌ

sǿƬȪ̕�ǪѸғƬĭ֡�{ŖşՓ֡ÝȆ'Ȇ΅Ɩ�LͽŹ¥ƖҠ�®Ɣ®

ˏĈӀɭ�΅řćՂˇÌˏĈƅLŞàշǣ�àӑƳǮ�ѤȆDԑ˚ˏĈ¯ҴF

Ӏɭ҂ǽ�éԑ˚ˏĈŤǣƬ¤һ�èΰίĳƅY̅ϖĈƅƬłǣ�{҂Ν�

                                                 
109 Guyan Liang, Molecules or Carriers of Biological Information: A Chemist’s Perspective on the 

Patentability of Isolated Genes, 22 ALB. L.J. SCI. & TECH. 133 (2012) 
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{Ë̃ȫŤˏĈ֚Ƭң͉�ԴąDÝқƬƯկЛǣU̾ˇՇƯկ�̬ÝZÂàʟ

ƬѲզ��˚ËÿƅѼȷǤнˏĈϔǩі�şxѐӠն¶ơ3ȤԴąԙ�ÂÇ

ǈѲˏĈ֚'YS̋ĈɿFŤǣ110� 

éĢ˃ӑƳ®�!łǣU(�Ǆ®ˏĈҔƬƬhÉ�΅�é®ÏЛΉϩEʽќÐ

_'Ȇ̜̃ЛΉÿȆʼĆ΅Ɩќ΅̄ƬϘƂ� 

Ģ˃ӑƳѱȁ˪˥Ǯ��̌ ÌĤ̞hơÏşЛΉE'Ȇ*ΰFN(ĪпȪȤϻ

ï�Ƿ{ˇÌĤ̞FhơǄ֎¬ƪhơ�LͽŞà�ˏĈƅ111�éӑƳıʈΕ¸

ѤȆ�ˇÌԼßAÕÏƔíͽȉ�þ¥ϲTŶĝ�LÌĤ̞ȫŤéͼơĈ�

ːş˚'֥TY%Јş�ʖǨ�Čàί!ĳԑF�ʖƅ�âΊ̅ƪĽ'ȆB

Тé̅¬�ǄȓӑɆ̃�ƯկƆíͽơǑ�ԑŞ̺ˏĈӀɭƅ112� 

éÏҗȂќӣȂ�Myriadɪ¸àbʠƨֆ113�àҼƬǷ�ӣȂƬʬΊơʨDÇό

¤áȗ˃̼ʬơʨƬŁЈ�éӣȂ̼ʬơʨǑǷÇό̼ʬơʨƬŁЈ� 

                                                 
110 ķŵɆ�ˇÌƬ�ˏĈƅӀɭ�˚Myraidɪҳʠ�ϯ˃ơǧ�181ͫ�2012Û2j 

111 ѱȁ�ͨҋʟ̅ӑơ�2011Û�ȱ136 

112 ıʈΕ�ˇÌȒļÝƙFˏĈǈ֔Y֚*ң͉-˚ȗҗϔίȻɪҳˇÌˏĈ֚гSÂҰ¬F҈

֗�2011ȓĤ΅ɒќơǧ̠ңՙÛ��2012Û 

113 Cancer Voice Austl. V. Myriad Genetics, Inc. 2013 FCA 65 (Austl.). 
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̏Iϱ  ˇÌˏĈFǱèΰ  

2011Û9j16i�ȗ˃ԥ̒ը϶%˃ϕ̨ЛƬȗ˃΅Ɩơ(Leahy-Smith America 

Invents Act, AIA)114�Љơ̏27 ˴Ȥĵȗ˃ˏĈʾҔĚ͑{.�ȻȭÉг˃ϕ͛

�Ȓļ͌Ē�(1) ʐyӥ¶Ƭ̏&ԗόŁгɼ˛Ϥ֔ќ̿ϔƬ҈֗�(2) նƔ

ˇÌՂԗ̏&όŁгˏĈ֚'F҈֗�(3) ̄àˏ֎˥֚YˇÌԗˏĈг

ՔԝбǳF҈֗�{Y(4) Ý¤ќǈԆΑ|ң͉гˠօY͛ŗˇÌՂԗF҈

֗�éˏĈʾҔĚ3Aϲ͑âΊֆ՝�β!ĽÄS֜ϕ�Ŏ͛�Ȓļ͌Ē115� 

2010Û4j�ḁ̇Éȗ˃Ұ¬ьĈ̯͛ŗˏϖӵЎќǤֆƬԀπӑ�ʱ˖ќƱϕ

ӵֆŲɈϕ͛�!½͌ĒÊȆ�ˇÌˏĈ�˥֚бʺ{YşгƔɼ˛ĈˇÌԗ

F҈֗(Gene Patents and Licensing Practices and Their Impact on Patient Access 

to Genetic Tests)�116�şE̴ǮˇÌԗȎն֚ĈYϩǐƬ˥֚бʺзғ�Ɔϕ

ȫŤɼ˛ĈˇÌԗƗʺFӠϕ117�{YǨ֑ԗĤ̞FȒ΅118�Ģ˃¸àӑ

                                                 
114 Leahy-Smith America Invents Act of 2011, PUBLIC LAW 112–29, 125 Stat. 284 (2011) 

115 U.S. Patent & Trademark Office, AIA Studies and Reports—Genetic Testing, 

http://www.uspto.gov/aia_implementation/aia_studies_reports.jsp#heading-3 (Last visited on 

2015/12/1) 

116 Gene Patents and Licensing Practices and Their Impact on Patient Access to Genetic Tests, 

http://osp.od.nih.gov/sites/default/files/SACGHS_patents_report_2010.pdf (Last visited on 2015/12/1) 

117 Љ½͌ĒǮ��Óƙԛ˙ˏĈ˧}֚Ĉǈ֔Ɔŧ˙ˏĈ֚'ˏ֎˥֚ƬˇÌԗƗʺ͛ŗƳ�

şƈ͛ŗƗʺ¥̟ʍ(ɷŶǈԆFΑ|κ²ɦ�şѼɭƆϕ֧ɼ˛ͼơȧӛ�é˧}֚Ĉ3ϕ֧

ş}б֤ǟͼơ͛ŗΑɼ˛̏&όŁƬҠѤƅˇÌԗƗʺ� 
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ƳǮ��ˇÌԗȎնˏĈɞ̬ÝՔԝΤ;ѿ�DĈƔɻɼТōќƥԝΊʿ՝

119� 

ͽéÏ�!hȭ�3àҸƳǮ�ÓƙЛǣˏƞƔˇÌˏĈʿ՝ƬŁЈ�ϕƁ̆Ï

�͋0œà˧}֚Ĉ{YʾϖWԑȆѧŖѡլ̅ϖ΅ɒϔĤ̞ƬѧÌ��ӳŝ

ƳƬ֚ɿ{Y¶ơCǷ̼ŕʯơ120�г̧őҸƳéŃ�ˇÌˏĈгƔȎն̅ϖƬ

΅ɒĊɿD�̟ʶ҅�şÕÏàş Ȥƅ� 

ÌâӑƳѤȆ�ˇÌˏĈÏSÂǱ0Љ̟§ȭƆȧȭΟѼ�ƆƳяӸҸƳ˚ù

эȭÉU(�§ÌÓâ�ŖşշàÂկğÝéƨֆDՂ121� 

®ɼ˛֚ɿłǣ֮в�ӑƳѤȆ�Myriad S�ĈşˏĈ֚�֧<ƅɼ˛Ïˠ

ũMyriad S�ԗǨ�ͼơÃţş}ӠнÃáԗéŧ˙̏&όŁ�âҠб֧

ɼ˛ũţђҠԗќęӜƥԝF֚ɿũţ҈֗�¯ŃF�Ր®ˏĈ֚Ƭˈò�

                                                                                                                                         
118 Љ͌ĒǮ��ȻĆͅDNAsǿFˏĈ�ƆAğÝˏĈԿ(patent thicket)�֧ÐκԗЋӏ

(multiplex test)�ÁˇÌŶĝ(whole-genome sequencing)ΊĤ̞΅ɒũţȫŤ� 

119 ıʈΕ�ѱȁ�¬ĤՔԝ̅ϖƈȭгϔӯˏĈҶ՝�ˇÌԗ�̔ȝƥԝќˇÌƥԝFˏ

Ĉǈ֔ќ֚ĈȫŤ�ˇÌ֥ՔӑȒ΅̿ϔќͨҋʟ֚̅�ȱ130�2010Û� 

120 Jacob D. Moore, The Forgotten victim in Human Gene Patenting Debate: Pharmaceutical 

Companies, 63 Fla. L. Rev. 1277, 1305-1306 (2011). 

121 ıͭ �ָ̊ ȗ˃ͅDNAˏĈҔƬӀɭƅƨֆҳˏĈǱƬѼȷӾә�ȓĤơǧ̭Ɯ�ȱ28�

2012Û3j 
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Myriad S�Ɩ֣ĘɎɼ˛%ЈşŇ֥EƬȪȤЏʞ�ќˇƔЉΊЏʞʯ�Ӏϩ

FՔԝĸƬ֚Ĉ�гɼ˛֚ɿ҈֗D�ӷD;122� 

MyriadS�Fʾϖ̆ГȆɷɯ�şƋΏÉ�˥֚Gş}ώȤίò̅ǖβ΅�Ɔ

ǷȒļFЪ֥�MyriadͩˍǅΑѩÙ;ӑˇÌՂб֤ǟ�ȤĵѩÙ;ӑб֤ǟ

ρʖ͛ŗƗʺΑɷŶ҉ĽͿ]ǨЃ�éDʖ͛ŗş}˯ϸԗƗʺ�®Ɣ˥֚˴

ºЛƔռȟ�̼ǨӒȞѩÙ;ӑб֤ǟͼơќşËÿ�̼Ǩ�ȗ˃ρàMyriad

S�í@͛ŗBRCA1/2ˇÌԗƗʺ123� 

éԩŊ̼ʬơʨÏ2012 ÛːMyriadɪ΅ÍԩŊŉʣ0Ρơʨɦ�ͩȤĵǨƳμ

èΰǐƳƈÿFMayo ɪćĸ�Mayo ɪćĸFˤҸЛΉќMyriadɪҠàȎϩն

ԩYӀό˻�ÏMayo ɪE�ơʨѤȆֻˇֱ־ӏΰ~́YƥԝàɤƅќȀ

ƅŞ§ȎնF͙ȩDŞˏĈӀɭ�ўȠɐ̡ЉΊˏĈːϕг¥řՔԝhơF΅ɒ

̅¬ȧȭ҈֗�ÇғƬ�ÏMyriadɪE�ȠƉѤşˏĈ�Ǒ¸ϕг¥řƬˇÌȒ

ļ�ˇÌԗ΅ɒYɼ˛ĈԗĤ̞ƬӠϕ̅¬ȧȭ҈֗124� 

¤gѤȆ�ˇÌԗгՔԝĸŞàȪ;҈֗*�éǨ֑FՔԝˢǳгƔɼ˛F

                                                 
122 ıƥØ�®AMP v. Myriad Genetics, Inc. ɪҳˇÌˏĈFӀɭƅ�ͨҋʟ̅ΟҸ�ȱ31�2014

Û12j 

123 Miri Yoon, Gene Patenting Debate: Meaning of Myriad Case, 9 J. Marshall Rev. Intell. Prop. L. 

953 (2010) 

124 ıƥØ�Supra note 105, at ȱ32 
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֚Ĉ{Y'¬àȪ;҈֗�{ƯÊ<ǸØҘ̙ɌЅ̙ȆŘ�şƔ2013Ûˠũ

BRCA1/2ԗǨ˙ţ§ȭΎƙéӾәкʩŏϽ̕Պ�хǨƔ2015Ûкʩ%č˓{

YӺčѐ125�ͽƈàƬȓӑԗȋŞʖàѥɕ̅¬126�ǲ{ˏĈȫԤɼ˛®DÇ

ԗơԛ˙ՔԝЏʞ�ϕŖˏϖՔԝ'ɈćՂԃѥƬȲԆ͛X� 

͑ŧ˙ˇÌԗ̏&όŁƬȪȤƅßA̟҆ƦѤկ127�̧ àӑƳ͛��Ր®͟b

ƆՀ˗ˏĈʑшỡƬhÜ�Ŗɼ˛�{x˗Ï̏!áԗɦA|�гѼ�Ìâ

ɼ˛�{Ȥĵş}Ӡн{ȎÇhÜԗ128�ƆǷ{SĝŀǊ�˘Ť˥֚ƆЋ֤ą

                                                 
125 Angelina Jolie Pitt: Diary of a Surgery, New York Times, 

http://www.nytimes.com/2015/03/24/opinion/angelina-jolie-pitt-diary-of-a-surgery.html?smid=fb-nyti

mes&smtyp=cur&bicmp=AD&bicmlukp=WT.mc_id&bicmst=1409232722000&bicmet=14197735220

00&_r=0 (Last visited on 2015/12/2) 

126 ϔ¿ɼ̃ӑȓѤȆ:�ːÇ!Ȼñ˸ԗ֥TІÏŝfЋѐ�ŎvÏÇ!�ԗѺӐʯԪŮӃƬ

ŶΰŶ�àɦŎD!Ŷʖˊ˙ţęÁ!ғƬԗǽґӘ��ʖϕ�̄àґȻmg/dlƬɕ̇�Ìâ�

įùƣǷĈDÇ҇;ƬӠӐřʯԗ�şѥɕ�ʖįƖ֣��ϔ¿ďqϦȕƂՔʨɼ̃ӑȓ�

http://www.skh.org.tw/blood/test.html (̼ǨՅ֓i: 2015Û12j2i) 

127 2010 Ûȗ˃Ұ¬YSÂƗʺ̯(Department of Health and Public Service) AʧгˇÌˏĈơ

гˇÌȎնԗќՂF΅ɒɞ̬Ýǂզ͛�ȽơǤֆ�֧ {Ϥ֔ɼ˛Ȇ²Ƭé˚ŐˇÌԗƆ

ՂFȎնòȆ�ėʖąʩˏĈǆɎ̥»�See generally, DEP’T OF HEALTH & HUMAN SERVS., 

REP. OF THE SEC’Y ADVISORY COMM. ONGENETICS, HEALTH & SOC’Y, GENE PATENTS 

AND LICENSING PRACTICES AND THEIR IMPACT ONPATIENT ACCESS TO GENETIC 

TESTS 94 (2010) (discussing how gene patents have limitedpatient access to genetic testing). 

128 Arti Rai, Diagnostic Patents at the Supreme Court, 18 MARQ. INTELL. PROP. L. REV. 1, 3 

(2014). 
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̥ƬhÜř�ӳɼ˛֚ɿǈѲ129�ͽ¤gѤȆӠŤɴYDÇƬ̠ңȤº�LѴȤ

ʯ̠ңƬȤºќą̥ң͉ÿį̔ҧƬʝҸ� 

̏Rϱ  >Ύ  

MyriadɪгƔÏơϝ0˨ʠʡͽ;Ơ�ͽéàҼƬǷ��ˏĈǈ֔�Ŏ¥гƔ

MyriadƬԚÞ̅¬ռȪ҈֗�ՄʍɆÌ�¤gѤȆʩ%cDNAL�ԛ˙ˏĈǈ֔

F��FDAρѤ�Myriadƈβ΅FԗÿȆč˓ԞƬˇÌՂԗ�ԑ3ǷxȤ

ɆÌ�éMyriadɪFćĸΎƙ;͒ĭ֡%USPTOնƔɩѯȎնĤ̞Ƭ҂ǽhʧ�

3ǷǨ֑Ȏն҇ʾÌƞόƬȲÉ� 

 

 

̏R̶  ˇÌԗ̅ϖǨ֑Ƭ֡Wќǰӕ  

̏!ϱ  MyriadǨ֑FԚЖƫƣ  

ϩe0͜àƬˏĈ̟ơʨǞĒͼɤ�˫ ΡƬMyriadS�ԚЖƫƣǔDÓ;ɏƈώ

Ƭ!Ѐ6/�MyriadɪÏ2013Û6j13iǞć�ͽ֮вşǨ֑ԚЖƫƣ�ǔ¥֣

                                                 
129 ÇǐΞ82 
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֖�Ɩ֣ɕ̇�®ƔЉS�Fʟ͌йliȆĴÛƬ6j30i�Ìâ͑ş2014ÛF

ԚЖƫƣ�{ȏ�MyriadÏ̟ǞĒˏĈͼɤǨƬ!ÛFԚЖÝƙ�ͽéMyriad

Ï2012�2013�2014ÛԚÞTĆИ4.96�6.13�7.78ѹȗO�ԚÞÝƿ́Ȇ23.36�

23.62�26.92%�¸ČЉS�Ï��BRCAͅDNAˏĈǨԚÞLГ�ÛÝƿ

26.92%� 

Ƽ6-1 MyriadFƽÛՉƖϒɿƼ  

ͅõ: ŚϯȗO 

 FY 2014 FY 2013 FY 2012 FY 2011 FY 2010 
 2014-06-30 2013-06-30 2012-06-30 2011-06-30 2010-06-30 
ԥԚÞ 778.2 613.2 496.0 402.1 362.6 
ԚÞÝƿ́ 26.92 23.62 23.36 10.87 11.06 
nĈ 669.0 533.5 431.3 355.4 318.4 
nĈ́ 85.97 87.02 86.96 88.38 87.79 
Ԛϖ˾Ĉ 274.4 228.0 180.3 157.8 135.1 
ԚĈ́ 35.27 37.18 36.35 39.24 37.25 
˾Ĉ 176.2 147.1 112.2 100.7 152.3 
ԛĈ́ 22.64 24.00 22.61 25.05 42.00 
ˇ¤ĴƵȌӊ 2.33 1.82 1.33 1.12 1.58 

Џɥřϝ: Bloomberg (2015/03)�¤ҸgӜ̃(2015) 

ЉS�Ï��ˇÌˏĈǨLʖǈǭԚЖÝƿʻ*ƬxȤնԹÏƔ: (1) cDNAL�

ŧ˙ˏĈǈ֔�(2)MyriadFBRCAnalysisLȆˀ!ԛ˙FDASĒ�řԗč˓

ԞƬˇÌԗЋӏ�ʩ%ˏĈǈ֔F��Ұ¬xѐӠնƈ̢¶Ƭ҂ǽ{Yӥü֚

3Ƿ҇ʾƈʖȎгŧ˙�͋ӥü֚ƬhÜ� 

®ƔcDNAȆ̄òxȃԗhÜPCRԗЛΉEƬնԹƪһ�ÌâcDNAȠL�

ԛ˙ˏĈǈ֔�ǑгƔˇÌԗЋӏβ΅ʾéŃ�L�Ր®cDNAˏĈǈ֔éǈ

àȎնƬĈҚ�²ǐƬԗhÜE�Ĝ˱̟ԗƬˇÌƈгԑƬcDNA̟ÿȆb
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=�̟�(ԗ֥EǨՐ®Ɠ;éԛ˙ѴȤԗƬĝÄ�Ìâ�ȠcDNAL�Ր®

ˏĈǈ֔�͛ŗcDNAʯȆb=Ŏӄ˂ЉˇÌԗƬS�Lϕԛ˙ӥɏƬ֚*�

ş}ցƨ҇ʾԼͽ�{β΅ÇғƬԗκ²�þѴȤËÝ�!эDÇĝÄƬ

cDNAÿȆb=�DÇƬb=ԼͽĝÄ0̆àɕ̇�þÇғ�{řԗƈгԑ

ƬˇÌ�ͽMyriadӖàÐÛƬԗґӘ�ƈβ΅ƬcDNAԗɤƙԑЉГŕ�Ì

â�ԗΎƙ̖ӦéÝƬ;ґӘɞƃCǷǨ֑ˇÌԗ҇ʾƬցƨնԹ� 

ǈѲMyriadԚЖƬʩ%cDNALǷ�{ԛ˙ˏĈǈѲF��FDAơ̠0ƬǈѲ�

¸Ƿ�{֮вƬȪԾ�˟ļşɆÌ�xȤǌÌMyriadԗAàÐÛƬґӘ̖Ӧ�

Ŗşƈβ΅FcDNA ƈԗF�ɤГş}҇ʾŕ�Ìâ²ǐρşԛ˙FDAѤ��

3Ȏгǈ֔şԚÞԛĈіǭ�ԗΝFDAƈSĒF�Ɣԗ'ոɻɼFˇÌԗ�

йî2015Û12jŽ��Ɣԗ'ոč˓ԞƬԗLρàMyriadƈβ΅F

BRACAnalysis CDx�Ŏͼş}҇ʾÝȆFDASĒFԗǖκ�ɬӘFDAƬЏɥ�

²ǐ̟ɩɃƔŏԞԗƬˇÌԗà7κ��ĔProsigna Breast Cancer 

Prognostic Gene Signature Assay�MammaPrint�INFORM HER2 Dual ISH DNA 

Probe Cocktail�HER2 CISH pharmDxTM Kit�GeneSearch Breast Lymph�Node 

(BLN) Test Kit�Dako TOP2A FISH PharmDx Kit�DakoCytomation Her2 FISH 

pharmDx™ KitΊ�şE�ʧгHER2ˇÌίòԗƬ!Âà-κ�INFORM HER2 

Dual ISH DNA Probe Cocktail�HER2 CISH pharmDxTM KitYDakoCytomation 

Her2 FISH pharmDx™ Kit�ͽé��Ɣԗč˓ԞƬǔρàMyriadƈβ΅Ƭ

BRACAnalysis CDx�FDAƬSĒгƔՔԝ˚ϖ'ɈŞàȪȤόϷ�3֧Myriad

Ï��ˏĈǨLʖǈǭԚЖƬѿƿ� 
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Ƽ6-2 FDASĒ�řԗ'ոɻɼFˇÌԗ130 

Disease Trade Name Manufacturer FDA Submission 
number 

Vysis D7S486/CEP 7 FISH Probe Kit Abbott Molecular 
Inc. 

K131508 Acute 
Myeloid 
Leukemia 
�  

Vysis EGR1 FISH Probe Kit Abbott Molecular 
Inc. 

K123951,K091960 

Vysis CLL FISH Probe Kit Vysis K100015 B-cell 
chronic 
lymphocytic 
leukemia�  

CEP 12 SpectrumOrange Direct Labeled 
Chromosome Enumeration DNA Probe 

Vysis K962873 

Bladder 
Cancer 

Vysis UroVysion Bladder Cancer 
Recurrence Kit 

Vysis K033982,K013785,K0
11031 

Prosigna Breast Cancer Prognostic Gene 
Signature Assay 

Nanostring 
Technologies 

K130010 

MammaPrint Agendia BV K101454,K081092,K0
80252,K070675,K0626
94 

INFORM HER2 Dual ISH DNA Probe 
Cocktail 

Ventana Medical 
Systems, Inc. 

P100027 

HER2 CISH pharmDxTM Kit Dako Denmark A/S P100024 
GeneSearch Breast Lymph Node (BLN) 
Test Kit 

Veridex, LLC. P060017S001-S004 

Dako TOP2A FISH PharmDx Kit Dako Denmark A/S P050045S001-S004 

Breast 
Cancer 

DakoCytomation Her2 FISH pharmDx™ 
Kit 

DakoCytomation 
Denmark A/S 

P040005 

Colorectal 
Cancer 

Cologuard Exact Sciences 
Corporation 

P130017 

Illumina MiSeqDx Cystic Fibrosis Clinical 
Sequencing Assay 

Illumina, Inc K132750 

Illumina MiSeqDx Cystic Fibrosis 
139-Variant Assay 

Illumina, Inc K124006 

eSensor CF Genotyping Test Osmetech 
Molecular 
Diagnostics 

K090901 

xTAG Cystic Fibrosis 60 Kit v2 Luminex Molecular 
Diagnostics Inc. 

K083845 

Cystic 
Fibrosis 

xTAG Cystic Fibrosis 39 Kit v2 Luminex Molecular 
Diagnostics Inc. 

K083846 

                                                 
130 List of Human Genetic Tests, FDA, 

http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/InVitroDiagnostics/ucm330711.ht

m (Last visited on 2015/12/28) 
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Verigene CFTR and Verigene CFTR PolyT 
Nucleic Acid Tests 

Nanosphere, Inc K083294 

InPlex CF Molecular Test Third Wave 
Technology, Inc. 

K063787 

Cystic Fibrosis Genotyping Assay Celera Diagnostics K062028 
Tag-It Cystic Fibrosis Kit Tm Bioscience 

Corporation 
K060627,K043011 

 

eSensor Cystic Fibrosis Carrier Detection 
System 

Clinical Micro 
Sensors, Inc. 

K060543,K051435 

xTAG CYP2D6 Kit v3 Luminex Molecular 
Diagnostics, Inc. 

K130189,K093420 

Spartan RX CYP2C19 Test System Spartan Bioscience, 
Inc. 

K123891 

Verigene CYP2C 19 Nucleic Acid Test Nanosphere, Inc. K120466 
INFINITI CYP2C19 Assay AutoGenomics, Inc. K101683 
Invader UGT1A1 Molecular Assay Third Wave 

Technologies Inc. 
K051824 

Roche AmpliChip CYP450 microarray Roche Molecular 
Systems, Inc. 

K043576,K042259 

eSensor Warfarin Sensitivity Saliva Test GenMark 
Diagnostics 

K110786 

eQ-PCR LC Warfarin Genotyping kit TrimGen 
Corporation 

K073071 

eSensor Warfarin Sensitivity Test and 
XT-8 Instrument 

Osmetech 
Molecular 
Diagnostics 

K073720 

Gentris Rapid Genotyping Assay - 
CYP2C9 & VKORCI 

ParagonDx, LLC K071867 

INFINITI 2C9 & VKORC1 Multiplex 
Assay for Warfarin 

AutoGenomics, Inc. K073014 

Drug 
metabolizing 
enzymes 

Verigene Warfarin Metabolism Nucleic 
Acid Test and Verigene System 

Nanosphere, Inc. K070804 

Invader Factor V Hologic, Inc. K100980 
Invader Factor II Hologic, Inc. K100943 
Illumina VeraCode Genotyping Test for 
Factor V and Factor II 

Illumina, Inc. K093129 

eSensor Thrombophilia Risk Test, eSensor 
FII-FV Genotyping Test, eSensor Fll 
Genotyping Test, eSensor FV Genotyping 
Test, eSensor MTHFR Genotyping Test 

Osmetech 
Molecular 
Diagnostics 

K093974 

Xpert HemosIL FII & FV Cepheid K082118 
Verigene F5 Nucleic Acid Test 
Verigene F2 Nucleic Acid Test 
Verigene MTHFR Nucleic Acid Test 

Nanosphere, Inc. K070597 

INFINITI System Autogenomics, Inc. K060564 
Factor II (Prothrombin) G20210A Kit Roche Diagnostics 

Corporation 
K033612 

Coagulation 
Factors 

Factor V leiden Kit Roche Diagnostics 
Corporation 

K033607 



•‧
國

立立
政 治

大

㈻㊫學
•‧

N
a

t io
na l  Chengch i  U

niv

ers
i t

y

 

94 

 

Invader MTHFR 677 Hologic, Inc. K100987  
Invader MTHFR 1298 Hologic, Inc. K100496 
Affymetrix CytoScan Dx Assay Affymetrix, Inc. K130313 
AneuVysion Vysis K010288,K972200 
CEP 8 Spectrumorange DNA Probe Kit Vysis K953591 

Chromosome 
abnormalities 

CEP X SpectrumOrange/ Y 
SpectrumGreen DNA Probe Kit 

Vysis K954214 

Heart 
Transplant 

AlloMap Molecular Expression Testing xDx K073482 

Ovarian 
Cancer 

BRACAnalysis CDx Myriad Genetic 
Laboratories, Inc. 

P140020 

NADiA ProsVue Iris Molecular 
Diagnostics 

K101185 Prostate 
Cancer 

PROGENSA PCA3 Assay Gen-Probe, Inc. P100033 
Pathwork Tissue of Origin Test Kit – FFPE Pathwork 

Diagnostics Inc. 
K120489,K092967 Tissue of 

Origin 
Pathwork Tissue of Origin Test Pathwork 

Diagnostics Inc. 
K080896 

Џɥřϝ: FDA�¤gӜ̃(2016) 

US FDAƔ2014Û12j19iSĒǁͣɷˡĈ˖FLynparzaԛ˙ɩɃƔƥԝū

BRCA(Breast Cancer)ˇÌʐϒàնF<ƅč˓Ԟ131�ŎvSĒMyriadƬBRCAԗ

ЋӏÿȆ÷ԅՂ�LynparzaǷpoly ADP-ribose polymerase (PARP) ĬŤӏ�

ū{ſƬԞɽլDÇƬǷ�ş̮ː�Ɣàϗ;�ʖƅϕ΅ɒÝȆč˓ԞF

àBRCAˇÌʐϒƬ<ƅ�3͑ǷѦ�ϩƯЗşà�ʖӬ˛ԞɽFǐ͑�ТÀƥ

ԝ�ÌâLynparzaǷȻ'WՔԝ�̌ ÌƥԝΊѵ˄ƬȪ;ŌΉϭ�Lynparza0��

Тȥ�{Ȇ˕àBRCAˇÌȔ֡Ƭ<ƅЈĸcԇ;˛�ʩâF��ş3˕ʻѡլ

̅ϖſТōƅՔԝԶί!;ĳ�éǁͣɷˡĈ˖ǑТLynparzaÏӄ˂Ƭ֙ɓɦ

ͫ�{ИţĴÛ20ѹȗOƬӄ˂՛�éMyriadƬBRCA÷ԅԗТȥ3�ԅΖ

                                                 
131č˓ԞǷ<ƅ˔ŁԞɽF!�ȗ˃˃ɏԞɽťϕ̒ȥ2014Ûȗ˃à21,980õ<ƅː̟ՂŞà

č˓Ԟ�şEà14,270õÌâã5� 
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LynparzaƬӄ˂ȆS�˕řէŶƬԚÞ� 

̏&ϱ  ˇÌϲЛˇÌ?ΉhÜÕÏFˏĈƅ  

ɬӘ¤á̼ʬơʨƬćĸ�Ģȹ�{΅̄Ӎѐ̼ʬơʨĎŶTYʊWƬˇÌ̐

ËˏĈӀɭƅ�þLͽP̡'?ËÝƬHЄDNA	cDNA
¯ҴˏĈ�cDNAƬ

®mRNAʢՓԄé˙�ρà�֣=� 

ÌâĢȹ�{àâί!ĳЈ֟�DNAˏĈÓƙƮˠZǶˇÌĝÄéĺà»ùƬ

ĭ �֡ǐȩȪԾÏƔˇÌˏĈǷĎͅʊЀ(íͽ̄Σūíͽ̅ƪƬD�ˏĈƅ�

¤ǿǑʧгĽƨFˇÌĝÄ{�ƬˇÌˏĈ˜ƣÿ˟ʝ� 

ͅʊгAÕÏƬDNAƆˇÌ¯ҴˏĈǈ֔�ǷD̟ˠũƬ�Ìş֎Ɣíͽ̄Σ

Ƭңե�,íͽȉ̅ƪ	ͅʊƆ˺Ë
D�®ɷŶƬȻ'ŧ˙ş˧}ƅ�þԅΖ

ƽÛ¬ƪĤ̞Ƭġ̪΅ɒ�гƔ¬ƪ�ϋ¬ƪƬˇÌȪ̕�DNAˇÌsǿƬ;

ΰȒļ�¬ƪĤ̞΅ƖƬˏĈ¯ҴǷĎǍȫƔíͽ̅ƪćՂơǑE˔Ƭ�Ş¬

ŭ*�Ɔ�DŞ¬ŭ*�ƬɸН֮ԾՀ;ȆTƜŞ֥ȻɪEҴĵǈ֔ƬǠ֥ļ̷

Ƿ!э'̬ƪƆƳǷíͽ̅¬Ƭƪһ	naturally occurring articles
 �ȠǷ'ո

ɬӘ¤Ň̬̿ͨҋƈԛ˙Ƭ̅ƪ	product of human ingenuity
�éŞàӥɷ

	distinct
ƬÊю�ƅһƆ̮�ǑAǄͅʊƬíͽ̅ƪ�Ǉ�bȗ˃ˏĈơ

̏101˴Ƭ�ѡ̬ƪ�F֮Ƃ�ΑGˏĈǈ֔� 

íǽĄƊaϿɪFǨ�ȗ˃̼ʬơʨѤȆĭ֡ˇÌƈ˙F¬ƪ�̐ËˏĈơƈÄ

Ƭ�ƪǖ�Ɔ�ѡ̬ƪ��Ȇ�ũˏĈǈ֔ƬҔƬ�ǲɆǑ0Ԁπ?ΉF̅ƪÓ
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DNAT=�һ֥�ɼȀ�̔Ι�ʬΊ¬ƪ̔ȝYʬΊ¬ƪ֥ė˙ÝȆˏĈơF

ǈ֔Ǡ֥�éȗ˃ˏĈʾҔĚÏˏĈбʺ0ƬˏĈ˥GҔƬ�Ǉ®Ɇ¤Ƭϋ¬ƪ

Հ;ţͯƪ�é1988�ǘøЦ�ƬˏĈ˥G�įбѳ~Ƽ%1987Û4j12iˏĈ

ʾҔĚƈУ�͑1{ǄíͽhÜƈ̅¬ƬǄ'ոÐ̔ȝ¬ƪ֥	non-naturally 

occurring non-human multicellular living organisms
ȋ˙ȆˏĈơ101˴FˏĈǠ

֥�ʻƪ֚*ǈ֔Ъ֥ͩȆâɪ�Éơʨгȗ˃ˏĈʾҔĚ͛�Ρ̣�x˗ȗ˃

ˏĈʾҔĚͼ֚ĸŶˇÌĭ̬ʻƪȆ�ˏĈҔƬ�þЉɪÌş}ɆÌͼơÝ¶�

ƈ{ơʨгƔˇÌĭ̬ʻƪǷĎ�ȆˏĈҔƬLDƖҠ132� 

éȗ˃͑¬ƪʯȆǠ֥ƬˏĈơпί!ʘѤȆà�Ȼεǿ��DGǈ֔ͫ���Θ

Ƹͫ���ίɒͫ���ӜËͫ��ӜËͫÐũ˃ѳËÿ҈֗�ȆЈĸÈ˃гƔâh

ȭ҂ǽбʺŁЈD!�ӦϗӜË˃ѳƅƬơŤ�͛XϖƳȒ΅īЏƬόչ� 

®â�Ł�ȎгƔş}È˃гƔˇÌȆǠ֥ƬˏĈƬռɭ̠Ŷ133	Լ̫уƓҁ
�

ȗ˃˦ŧгƔ'ո{�ƬʻͯƪǖэƬ�ˏĈƅFęÁβƓ�ёǷȎϩ҆ƦÎѤ

�ˇÌˏĈƬң͉�{җȂʯmГ�ʧгˇÌՓͳ¬ƪ�җȂˏĈĚ¤ѤȆӾͳ

ɷŶDNAĝÄFˇÌՓͳͯƪ̐Ë¤˴̠ŶƬʻͯƪǖэƬϘƂ�DGˏĈǈ

�֔þʻͯƪ̔ȝ®ƔͼơтņʻͯƪƆʻͯƪǖэƬŶϷ�ΝȆ҆ϷƬϋ¬ƪ�

                                                 
132 ćʨćŶЉʻƪ֚*ǈ֔Ъ֥ǄĈɎնǌ'(has no standing)�ÌâD˙͛ʠΡ̣� ɍվÝ�

�ՉNȗ˃ˏĈơ101˴��ͨҋʟ֚̅j��57 ͫ�2003Û9j 

133 ̴Ȣα�'ոșȜὡȝˏĈќșȜǈ֔�!̯98/44/ECǮ�ÈíƼȩ�ȓĤơӑΟҸ�3

Ŧ1ͫ�2006Û3j 



•‧
國

立立
政 治

大

㈻㊫學
•‧

N
a

t io
na l  Chengch i  U

niv

ers
i t

y

 

97 

 

ǲG{ˏĈǈ֔�âոʻͯƪ�ˏĈƅƬDҠŶ˜ğ�!Ʈţ1998Û5j12i�

җȂֆϕ̨Лĸֆ̨ЛгƔ¬ƪĤ̞͛ŗǈ֔ƬDirective No. 98/4432FǨ�C˙

ţ%ƻĳƬЈĸ�ȩ́κǮ��Ǯ�[ͽÐ̔ȝʻͯƪYՓͳˇÌʻͯƪ¤Ňȋ

�ȆˏĈҔƬ�þŎǄęÁβƓ�éǷà˴ºƬβƓ � 

̏-ϱ  ĂÝ¤DNAĝÄԗːŖ̅ϖ˕řՓ֡  

̏!κ  ÁˇÌŶĝŧ~ͅ!ˇÌԗ  

®ƔˇÌԗhÜƬίĳ{YˏĈ֚ƬŅÉԳƔҁ՞�ТúÁˇÌԗƬƗʺː

Ȇүǒ΅ɒ�ȎГƔͅ!ˇÌƬԗ�ÁˇÌĝÄƬԗ!'!ҿ=ρѴίò!

á�͑�{˙Ưí@ƬÁ̯ˇÌЫծ�éÏˇƾԗѼɭƬƬ;͒.ȬԳυ.�

Тúî2015ÛˠũÁˇÌŶĝƗʺƬ'ґː�{Иţ100ϯ'�ȎГƔ2003ÛƬ1

'�12Ûγà;͒ǣFÝƿ�éίòÁˇÌŶĝƬΤ�3®30ѹȗO.Ȭî1000

ȗO�é҇ʾȠLˏƞβ΅ͅ!ˇÌԗ̅ǖ�ɞƃÏÁˇÌŶĝAүǒ΅ɒƬ

Գυ.ŎDҖ֮�ÌȆÁˇÌŶĝ�{˙ƯƈàƬˇÌƼ̄� 

ÏȓĤίĳ˕ʻ.�Ȇ'ոDNAŶĝѼɭ®1990Û~îM®10ѹȗOːġ̪˒

άî1,000ȗO{.�éÏˏĈǈ֔ԳÉҁ՞.�ТȥDNAŶĝԗːԳÉϊѼ

vġ̪Ƭԗ�ʩ%˕ʻȻ'WՔԝƬ΅ɒF��į�{U(ȓӑȒļ{YЕϖ

ȓĤƬԑϩE�²ǐDNAĝÄѺӐ҇ʾ¸ÓqỚƬίòȒ΅ϩE�Ȣ˃҇

ʾOxford NanoporeŖȗ˃Ұ¬Ȓļʨƈβ΅FŰæ^Ŷĝơβ΅uȉ̼>Ƭ

DNAŶĝѺӐMinIon�²ǐAϲ҆ƦԑƔȓӑȒļѵ˄� 
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é¥řƬա;΅ɒƅ3˕ʻ҇ʾγƬӜś�DNAԗ̅ǖѵӒ҇ʾF!Applied 

BiosystemsÏ 2008Û̟ InvitrogenśԲ�ȪӜǨƬS�ŎȪϔŭÊȆ Life 

Technologies�éLife Technologies̟Thermo Fisher Scientific{136ѹȗOÞԲ�

éՔԝ;҇իoǑ{3.5ѹȗOΧ.%DNAŶĝ҇ʾGenia� 

Ы6-1 ƽÛÁˇÌŶĝΤYЫծˣ͙'ґ  

Ȼ'ÁˇÌŶĝΤ  

 
ÁˇÌЫծˣ͙'ґ  

 

Џɥřϝ: ˇԉæĄͣ134�¤ҸgӜ̃(2015/11) 

̏&κ   DNAĝÄԗѼɭƬ.ά˕ʻȻ'WՔԝ΅

                                                 
134ˇԉæĄͣŷhѕʆ�http://www.genomics.com.tw/tw/group_introduction.php (̼ǨՅ֓i: 2015

Û11j24i) 
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ɒ   

ԗ'ո!Â30ѹȻ֪ˇгFѼɭ®1990Û~F10ѹȗO�î2007ÛF16ϯȗ

O�ţÓMˏɏТÏŝÛQѼɭːȬî1,000ȗO{.�®Գυ�{ȏţDNA

ĝÄƬԗѼɭÏȓĤίĳ.Đ̄ġ̪˒άƬ̄Σ��{Тͫġ̪éǇŸƬˇÌ

ĝÄԗːÝȆ¥řFԳυ�ϊѼƬDNAĝÄԗ̼;Ƭũ͗ƳȆՔԝ̅ϖ�

®Ɣʧгɼ˛ˇÌĝÄDÇéàƈɕ̇FȻ'WՔԝ§ÏʠĳεǿvќDNAĝ

ÄԗˎD�T�ÌâDNAĝÄԗѼɭƬ.άːϕί!ĳ˕ʻȻ'WՔԝF

΅ɒ�ʩ%Քӑѵ˄F��DNAĝÄƬԗ¸�ԑƔȒļѵ˄�ŘÓȆ{Ϟ

ΏF¬ƪW´ίòˇÌЈҡ�̧ ƆЕϖѵ �˄ÓťĊЕϖ'ɈίòЕÿƪƬĭŀ� 

ȗ˃ԥ̒җaʪÏ2015Û1j20iF˃˜Ǖgпԯ�͛�ђϡՔԝȥЩ(precision 

Medicine initiative)�ͫǦȗ˃ʖbѵ!ȻՔӑϔɦ~�̭ЛˤʻĈȻ'WˇÌ

ЏʞƬɻɼƥԝ�Ï'ո�0ÃáҦ̬ȔʁՔӑ΅ɒƬÎõ�ˠΖ�Ï1j30i

͑͛�ˤʻȻ֥WYђϡՔӑ(Personalized and Precision Medicine , PPM )ȥƬ

ˈòhÉ�Ȥτθ100ϯ'ƬˇÌЏɥ�Ր®ȒļDÇ˯ϸ�Û֍҄ƬȻ'Wˇ

ÌЏʞ�ίéЈĸÈэɻɼ� 

ԅǨ�ȗ˃ՔӑȒļƈϔ»xɖVictor DzauƔΖÊͫ�Lancet͛�}ȹƬȏơ�

}ȹѤȆÏ¥ř50Û�ђϡՔԝȥЩːȆȗ˃Քԝѵ˄̬̿ґ6ѹȗOƬѼȷ�

}ȹǷ{¹ʀҕǚг6эɻɼȲԆίòΟú��ǯԞɽ�ӫěɼ�c֝ɼ�ʬñ

Ԏ�ƴɼūEȲ�̨ЛПϾЖё�Ȓļ'ɈѤȆȠʖͶ_50%Ƭc֝ɻɼƬ΅ɼ

́�͑ϕÏ50ÛE̬̿6070ѹȗOƬʱ˖ɤɿ�ʧгĴ!õ˛ƳƬȻ֥ɷҊŤŶ
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PPMՔӑԝơ�ŔӘ˛ƳгɷɯɻɼƬƕύƅřίòβ΅Y̢ȥ�¥řԵʖѭΫ

г˛Ƴίòƥԝ�3�֠ĆŋőȻ֥ɷ�ʖϕӬ˛˛Ƭɻɼ���Ե�΅ɒˇ

Ìԝơ�¥ř�ȗ˃Ǳżːī(2.15ѹȗOřˤʻâȥЩ��ТͫƬˇÌԗː

ϕÏՔԝEĪпȎϩłï�þâȥЩȤÝ�Ѐб ѴːICTЏ̨ʞ̅ϖΎËѡլ�

¬Ĥ�ˇÌԗYՔԝӠн(Քʨ)CʖęÝ� 

̏�ϱ   ̅ϖյE0͵ԗ��β΅ːįġ̪  

ÏͅDNAD̐ËˏĈӀɭƬǐ͛.�ˇÌԗ̅ϖյEƬ0͵ԗ��҇ʾ

Ȓ΅ϔ̅ǖƬ̪ǣː;͒ѿ��ˇƔDNAĝÄԗȆ¥ř҆ƦƬԑƅ�²ǐ

AàÐɏ҇ʾī(DNAĝÄԗ��FȒ΅�Eve Biomedical�!ɏõƔ�ÙF

҇ʾ²ǐ§¡ёίòՐ®eӠϤȎͦs���β΅Ĉ¿řЈҡDNAĝÄƬĤ

̞�ͫǦːDNAĝÄԗƬѼɭԎĂî100ȗO{.�þ²ǐ®ȗ˃Ұ¬Ȓļʨ

Ȓ΅FϔĤ̞Űæ^Ŷĝơ(Nanopore Sequencing)Ȇ²ǐȏř̼à΅ɒƅƬϔĤ

̞�²ǐAàÐɏ҇ʾːâĤ̞ʾǖW�şE̢¶ƔȢ˃ƬOxford Nanoporeí

2005ÛÝ¶îMAíīЏ'τ˙1.45ѹȢՖƬЏƾ�şƈβ΅F̅ǖMinIonȆ²

ǐuȉ0̼>ƬDNAĝÄԗ̅ǖ�ӍѐMinIon²ǐŹ¥Ï�ȭ0̤˂�ͽA

ϲ҆ƦԑƔȓӑȒļѵ˄�é0!~ƬDNAԗ̅ǖѵӒ҇ʾApplied 

BiosystemsÏ 2008Û̟ InvitrogenśԲ�ȪӜǨƬS�ŎȪϔŭÊȆ Life 

Technologies�2013ÛLife Technologies̟Thermo Fisher Scientific{136ѹȗOÞ

Բ� 

IlluminaȆ֥�ՂЋӏβ΅҇ʾ�Ր®şϔ!~ƬDNAĝÄԗ��áu~Ŷ
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ĝĤ̞�ȆՔԝӐĲ҇ʾEÝƿ̼ġ̪ƬS��ƽ!ÛƵѼÝƿ123.39%�Л�

իoͩгş͛�%ÞԲԷȖ�ͽIlluminaLͽƋΏ%իo67ѹȗOƬ�Ѽ�ˇƔ

ȏÑDNAĝÄԗ¥řƔ҆;ՔԝՂƬԑ΅ɒ�իoLǷӦϗÞԲցƨг

e�0Ȼj{3.5ѹȗOΧ.%DNAŶĝ҇ʾGenia�®Ɣ²ǐ҇ʾցƨӤɶ�Ì

âÏˏĈ�ĚГęӜƬ҇ʾӖàГÐƬÝ�Ӡϕ�ɬӘMarks & ClerkS�FȒļ�

IlluminaūLife TechnologiesƔˏĈăĚ0;;ѵÀş}҇ʾ�ÏЛ�+ÛγTĆ

Ӗà%80ū70κˏĈ�ŞàГʬƬցƨԊυ135� 

iǐIlluminaǞ�ūБ˃լ҇�ĔԱӶΚ(Sanofi)�ǁͣɷˡĈ˖(AstraZeneca)ќ

Ҁ¬(Johnson & Johnson)ÂÇβ΅ˇÌԗ̅ǖ�¥řːԑƔԫĞЋ֤ќϩÿ

լӾәƬ÷ԅՂ(companion diagnostics)�®Ɣáu~ŶĝĤ̞Гπ̒ƬPCR

Ĥ̞�{ġ̪ƬęÝÁˇÌƬŶĝ�ԼͽLkʐƬŶΰƬ�ʖ�ͽéǔ�{ġ̪

vĂÝ¤ƬӺ�ˇÌĝÄ� 

̏Iϱ  ˃QˇÌԗ҇ʾF̄ƣќÌԑ  

¬ĤՔԝȆĢ˃ȪԾ̅ϖF!�̋ xȤL¼ӸǱżǱĥͯ{YǱżӠնťĊ136�

                                                 
135Ɣ2014ÛMITƈΟӾƬÁ̼̂ԨƖS�E�Illuminaԛ˙%̏!ÊƬվɚ�éÏ2015ÛƬMIT

ΟӾEǑԛ˙%̏-Ê�ş¸ȏÑIlluminaÏǨ֑�ʖÝȆˇÌŶĝƬxȤ��� 

136şExȤǱӠнȆBTC (òǱʨ¬Ĥ̅ϖ̆ӵֆŲɈϕֆ)ϕֆ�ϲԘ̯Ĥ̞̜{YϲԘ̯

?ϖĚ�-ƳFE�BTCϕֆĪп̼xȤϻï�òǱʨ2008ÛŔӘBTCϕֆΎҸ�ˤʻ�ћ֭¬

Ĥʠȳְ´òʻhɪ��ȆĢ˃¬Ĥ̅ϖ΅ɒǤ¶ŀÑˇՇ�ǉÝ̅ȷȶѿ�ˠ֑Ï2012ÛBTC

ϕֆ�ђίˤ��ћ֭¬Ĥ̅ϖʠȳòʻhɪ��ǉί�֭β΅̿ϔլǖÝ�3˕ʻĢ˃¬Ĥ�
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ՔԝӐĲ΅ɒhȭ�ȎГƔլǖβ �̈˃́ Q҇ʾ!ƮĐ̄էŶvǭ֑΅ɒƬƫƣ�

ũ͗ƔѰӋʾӠүǒ΅ɒ��ÛÁ̂ՔԝӐĲ�̠͋ҕAИ3,280ѹȗO�Ӎѐ

ÏÁ̂�͋E�ՔԝӐĲF�͋üӜ֥ʱ˖Ϥ֔̅ϖ�mLĂ�ͽéÌȆՔԝӐ

ĲF̅ǖȒ΅ɦγГΆv�֭Aà˘;ƬП=̅ϖʯǨȐ�ȎГƔϔլβ΅Fʬ

ȲԆ{YDҠŶƅ�ГӀËХԍ�֭҇ʾī(� 

Ƽ6-3 ћ֭ƽÛՔԝӐĲ̅ϖÛǣ̅ȷ  

ͅõ: ϔ�еŚϯO�
Ûǣ 2011 2012 2013 ÛÝƿ 

ՂќщոՔĲ 10,710 10,512 10,102 -3.9% 
e̞ќƥԝոՔĲ 15,465 16,758 17,669 5.4% 
ѫĊќԐЄոՔĲ 13,815 17,351 19,398 11.8% 
֥�ՂոՔĲ 13,187 14,729 16,534 12.3% 
ş}ոՔĲ 15,023 16,699 17,715 6.1% 

ՔԝӐĲ̅ϖËȥ 68,200 76,049 81,418 7.1% 
Џɥřϝ:?ȒʨIEK�¤ҸgӜ̃(2015)�

é˃QˇÌԗ̅ϖ²ǐЏϝLθEƔ; �҇�֭҇ʾρʖƔՔӑԫĞF�ίò

ȴǖ�Еϖ�ɹ̅ΊFԗ�ƆǷ{;҇͛ŗFĤ̞��ίòԗˠͅƗʺ�Ӝ

֥éŃ�ī(T=Ղ{YˇÌԗƬ҇ʾ΅ɒƫƣѭDÓī(լƪȎնѵ˄Ƭ

҇ʾ� 

                                                                                                                                         

͋Ƭүǒ΅ɒ�Ï2014ÛŽƬBTCϕֆE�ʧгլǖ̅ϖ΅ɒ�Ɖ֞�֭Àǐī(ϔլβ΅Ƭʕ

ΐ�ːſ0͵ˤXîԫĞЋ֤̅ϖ�ˤ®Ɣ�֭ī(ϔլβ΅ÐÛ�Ðκ̅ǖȭԫÉ�˥֚D

ƕќ�͋è֤�éiǐդ΅FˇŒŐº3֧ǱżгƔǱ΅ɒ0àҵÐèΰ�ÌâгƔլǖ̅ϖ

F΅ɒː®ϔլ̅ϖſ0͵΅ɒ�²Ҕ¡̬�֭ÝȆŒ]ԫĞЋ֤Ec�˝2015ÛԅΖĢ˃xȤ

ϔլS�̅ǖЈƭÏČ�ǱżY©γгƔϔլβ΅҇ʾ,à%įÐնƞ� 
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˃QГΖÊƬˇÌԗ҇ʾ�Ĕuˇ¬Ք�ͦ Ö¬Ĥ�ͤ ¬�̌ æ{YԱŒˇÌ�

şE�ͦÖ¬Ĥ²ǐAϲՓÉ{¬WɆɥ̅ǖ¬̅Ȇx�ԱŒˇÌǑÏ̅ǖβ΅

ÐÛé];ͼÝɤǨՓÉ.͵ÞԲԗ֤ƈ�{ÞՔʨԗ֥ίòԗƗʺȆxȤԚ

ЖhÜ�éˇæǑǷĢ˃̼ßbίNGSĤ̞Ƭ҇ʾ�{ͪ;ˏʨɨ{YȒļӠн

ËÝƈѴȤƬb=ȆԚЖҕÜ�ͤ¬ǑǷ{ѡ̬ԗ֤ѡӏȆxȤϖʺ�Ȓ΅̯T

ǑΖӌГ_�҇ʾϩE�uˇ¬Ք(uˇ¬ՔƵ½àȫS�)ќ¤ҸgQƈ˟ʝƬ

MyriadԚЖhÜГȆˠƽ�şŧ˙Ģ˃E�ȒļʨÁ̂ˏ֎˥֚ˇÌԗȎնˏ

Ĉ�ίéβ΅ȆϔƬˇÌԗЋӏ�ǲǨ֑{şȆxȤ²Ҕ�ίòɪŘ˟ʝ� 

Ƽ6-4 ћ֭xȤˇÌԗЋӏ҇ʾ  

҇ʾ

Êю 

xȤˇÌ

ԗĤ̞

ոǚ 
҇ʾՉN 

uˇ

¬Ք RT-PCR 

uˇ¬Ք̿¶Ɣ2005Û�ŧ˙E�ȒļʨÁ̂ˏ֎˥֚Εơƚ(Warfarin)ū
ş}լƪ(ÓCarbamazepine, AllopurinolΊ)DŀʸÿˇÌԗƬȎնˏ
Ĉ�ί!ĳβ΅Ýԗ̅ǖƆՂ?Ş�Ŏ̵֑ԛ˙Á̂È˃(�ǯE˃�
җ�ȗ�ʋӣ�Åǣ�i¤�ƘǓŒΊ)ęӜĤ̞ˏĈհƖ� 

ͦÖ

¬Ĥ Luminex 
ͦÖ¬ĤɆ{β΅ȴǖ�ˁʥ�Еϖ�ɹ̅ԗͦsYͦsODM̢ȥ~?
Ȇx�ͽéÌԗͦs̯ǀԚЖƫƣDŕ�²ǐ¬WɆɥԚÞ�m̫уѿ

�î71.38%�¬ƪͦs²ǐԚÞmȪȬȆ13.69%� 

ͤ¬ RT-PCR 
ͤ¬Ƶ½àȫS�Ý¶Ɣ1984Û�{ѡ̬YȒ΅ՂԗЋӏȆxȤϖ
ʺ�ЖƬĤ̞�ĔRIA�ELISA�Point-of-Care�RT-PCRΊ� 

ˇæ NGS ˇæŖáu~ŶĝĤ̞(NGS)͛ŗŶĝƗʺ�b=ËÝΊƗʺ� 
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ԱŒ

ˇÌ NGS 

ԱŒˇÌȓĤS�Ý¶Ɣ2001Û3j�{'ոˇÌ̕ȆȒ΅ȪԾ�Ȟ*Ɣɻ
ɼќͅ!ɩ«ѯÐǚƅ(Single Nucleotide Polymorphism�SNP)ƬնԩȒļ�
Ŏ˚ŐլƪˇÌ̕ӑƬ(Pharmacogenomics)ȒļќԫĞԑβ΅�²ǐՐ®
śԲӖàNGSƬЮ÷�{ĵƉˠӑ̞Ҕɪ�˃ɏǚȒļɪ��ίòǙƮӜ
Ë�Ր®śԲԗ֤ƈ�ǙƮӜËԚЖϖʺ�2014Û¼Ӹϖ�Þ(ŴƔԭϒ
13ÛFǨȵá®ԭՓȌ� 

Џɥřϝ: ÈS��¤ҸgӜ̃ 

 

uˇ¬Ք̿¶Ɣ2005Û�®E�Ȓļʨʨ9̴Ǜˑ̿Ӽ�Ր®E�ȒļʨÁ̂ˏ

֎˥֚Εơƚ(Warfarin)ūş}լƪ(ÓCarbamazepine, AllopurinolΊ)Ƭʸÿˇ

ÌԗFȎնˏĈ�ί!ĳβ΅Ýԗ̅ǖƆՂ?Ş�Ŏ̵֑ԛ˙Á̂È˃(�

ǯE˃�җ�ȗ�ʋӣ�Åǣ�i¤�ƘǓŒΊ)ęӜĤ̞ˏĈհƖ�uˇ¬Ք

Ïȗ˃�ÙY�֭ė̢àS��ŎvÏ�̢֭àȒ΅Ec{YGMP /ISOT=ԗ

ѡ̬Ѥհ?҇� 

²ǐuˇβ΅à�κԗ�şE-κǌʧгլƪŖǨƬȪȤʸÿίòԗ�

!κȆԀπƅɻɼFԗ�CarbamazepineȆ!эƔƥԝ֦׀Ƭլƪ�ͽȒļ΅

̄�ÐґŒЃ˛ƳÏƗFǨϕ�̄ռȪƬʸÿ�Ǣƺ˘¬ɽȼϸ 

(Stevens-Johnson Syndrome, SJS)YȀƅƼ±՟ã՞Ӕɽ(Toxic Epidermol Necrolysis, 

TEN)�Ұ¬϶ƔEΕ©˃ 96Û 9j 19iSĒ (Ұ϶լÔ̏ 0960329455ЂSĒ )Ĕ

carbamazepineÝTլǖ¹ͅԑ��.ȩƞόŐκ��˚ÍϛƅȒļ͌Ē˙Ư�ћ֭ɼ˛

Ŗ carbamazepinebʠ�Ǣg¬o˘¬ɽȼϸ /ȀƅƼ±ϜЈɽ (Stevens-Johnson 

Syndrome/Toxic Epidermal Necrolysis�SJS/TEN)FռȪլƪDŀZԑќŞHLA-B*1502

ˇÌǚÏ̒ȥӑ0àʬǣȎնƅ(Odds RatioȆ1357�95% C.I.Ȇ193-8838)�ȒļΎƙ֣

µ˕àHLA-B*1502ˇÌƬɼ'ƗCarbamazepine΅¬ SJS/TENƬȲԆГ¥˕à
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HLA-B*1502ˇÌƬɼ'î_ʬ�193ȶ�éћ֭Ȗà5%Ƭ'˕àHLA-B*1502ˇÌ�Ì

âԑ>cŖ¤լǖ��ÌâÏ˃Q�Քɗ̜hCarbamazepineŸÀίòˇÌԗ137� 

Ƽ6-5 ћ֭xȤՔԝԗ҇ʾuˇF̅ǖҩ  
̅ǖÊ ԗκ² N̓ 
uˇ1502Ћӏ HLA-B*1502 HLA-B*1502ˇÌ̟΅̄гƔŒЃñ̒Ƴ (Asian descent) 

Carbamazepine(�ʪó�)լƪébʠƬŞàʬȞãƅƬ�
Ǣƺ˘¬ɽȼϸ(Stevens-Johnson Syndrome, SJS)YȀƅƼ
±՟ã՞Ӕɽ(Toxic Epidermol Necrolysis, TEN)à˘ɶƬ
նԩƅ�Ìâ�Ұ¬϶SĒǤֆÏβ¶̜hǐŸÀίò

HLA-B*1502ˇÌԗ�{͛Xɼ'լØÁ� 
uˇ5801Ћӏ HLA-B*5801 HLA-B*5801ˇÌ̟΅̄гƔAllopurinol (ØҖͤĈӶ)լƪ

ébʠSCAR(Severe Cutaneous Adverse Reaction: ռȪƬ±
ҭDŀZԑ�ŞàʬȞãƅƬ�Ǣƺ˘¬ɽȼϸ

(Stevens-Johnson Syndrome, SJS)YȀƅƼ±՟ã՞Ӕɽ
(Toxic Epidermol Necrolysis, TEN)à˘ɶƬնԩƅ�Ìâ�
Ȓļ͌ĒǤֆÏβ¶̜hǐŸÀίòHLA-B*5801ˇÌԗ
�{͛Xɼ'լØÁ� 

uˇ5701Ћӏ HLA-B*5701 HLA-B*5701ˇÌ̟΅̄гƔAbacavir (ABC)լƪébʠЛ
˭Zԑ(Hypersensitivity reaction, HSR)àˎUƬնԩƅ�
Abacavir (ǁa�ȯ, ABC)Ƿ!эƥԝϏͺɼǄ˔àɤƬլ
ƪ�ͽéԫĞ΅̄à5-8%Ƭ˛ƳÏβŴƥԝǨгլƪ̅¬
DŀZԑ�HLA-B*5701õƔ̏Rгǹï֥0�֎Ɣ'ո°
ñ̂ģɆ�âˇÌԗ�֠Ć�ƗAbacavirǨ�ʖ̅¬ռ
ȪDŀZԑƬʬȲԆɼ˛� 

                                                 
137 2011Û08j02iʱǈĚS�CarbamazepineլǖFΑ|̠Ŷ��Ĕϔɼ˛�Սɼ˛YiӏլΤ

¯͌Ȏն̠Ŷ�гƔ˚¥ŖЛcarbamazepinetÝ½լǖƬ�ϔɼ˛��ՔɗÏ̜hǐԑԗǽɼ˛

ICʱǈ�ǷĎAΞʜͩԗ˕àHLA-B 1502ˇÌ�ԗΎƙȆζƅƳ�D˙β¶carbamazepine

ÝTլǖF̜h�ŎԑÀЎʿɼ˛ǷĎгЉլǖàЛ˭ɼ��ȠȆDҠѤƳƆ¥ԗƳ�ŸÀί

òHLA-B 1502ˇÌԗ�гƔAŖЛЉÝTլǖƬ�Սɼ˛��Ƞ˛ƳAϲƗ4Ȼj{0�

vҠѤ¥ͩ�͈̄ջ�ѽaʁƆ±ҭɽƫ	ÓT͡Ƭ͢ԾƆ͢wɾɽƫ
ΊոýSteven-Johnson

ɽȼϸƆş}DŀZԑɦ��Ŕɼ˜փ֑̜hƥԝ�þLѴ͛ԁɼ˛ƞό0ȩɽƫF΅¬�ȠՔ

ɗȆɼ˛̜hŖcarbamazepineÝTլǖǷ{iӏլΤ¯͌Ƴ�ԑŔ̠ŶЊб¯̜͌hƖ̔� 
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uˇB27Ћӏ HLA-B*27 HLA-B*27ˇÌќѻƮƅʗǺƧ (ankylosing spondylitis, 
AS)�{YΎҫ�ěЗ�ԽҫѓËҊ(Reiter r's-syndrome, RS
Ηɷoɽȼϸ)Ίɻɼà˘ɶȎն�HLA-B*27ƬDÇŒǚƬ
Î̃Tă�ќHLA-B*2705Ƿ˔ŁƔ°э'ūȗȂÅ̏Ø
'�HLA-B*2704ū2706ÏŒȂ'ūHLA-B*2702ƬÎEɳ
'ϸ�{ſ˦ñ˹ӑĤ̞ԗHLA-B27Ƽ̄ǚ�̄Ï˦
Real-Time PCRĤ̞ίòHLA-B27ˇÌԗŶ� 

Џɥřϝ: ЉS��¤ҸgӜ̃(2016/01) 

ԼuˇF̅ǖƔՔԝ0ŞàȪȤόϷ�vxѐӠնǤֆՔɗμίòԗ�uˇ3

ίò%ˏĈăĚ138�ͽЉS�ԚЖƫƣLD̃ώ�uˇ²ǐЏ¤՛ȖȆ2.5ѹO�

ÌԚЖƫƣDŕ�ĴÛѴȤίòτЏ!á{ÌԑԚЖƈѴ�˝֮вşЛſѿЏƫ

ƣ�uˇėͼơИţτЏ²Ҕ�ĴáτθţƬƾ՛ÐȆRÝ���˟ļşɆÌ�

²ǐÈ;Քʨԗ֤̯ÐàίòȎնԗ139�ͽ̯TՔʨǔ{íòËÝb=ƬhÜ

ίòԗ�é¥ÉuˇԲΧƆǷEȒʨ˥֚� 

                                                 
138 ƔEΕ©˃ˏĈԗʉĽ̒{uˇ¬ƪՔӑƵ½àȫS�ίòԗʉ�ÂàIκˏĈ�TĆȆ(1) 

I335937�!эćŶ˛ƳǷĎ˕à���-�*����Ɔ���-�*����гʲˇÌFhơ�Ћ

ӏ̕YćŶ˛ƳǷĎ˕à���-�*����FЋӏ̕�!эΟú˛ƳǷĎŞàʧгլƪ΅ɒ�

DŀլƪZԑȲԆFhơ�{Y!эĸŶWËƪǷĎÝȆѧӒ˕àDŀլƪZԑն̩���гʲ

ˇÌƬ˛Ƴ�΅¬DŀլƪZԑFլƪȼӾƪƬĸŶhơ�(2) I334886�ĈԀπ֡̇{Тģ

ӎñӏΕơƚF˭ύƅ�(3) I287580�DŀլƪZԑÆԆƅΟú�(4) 200844238�!эćŶ˛Ƴ

ǷĎ˕àHLA-B*1502ƆHLA-B*5801гʲˇÌFhơ�Ћӏ̕YćŶ˛ƳǷĎ˕àHLA-B*4601

FЋӏ̕�!эΟú˛ƳǷĎŞàʧгլƪ΅ɒ�DŀլƪZԑȲԆFhơ,{Y!эĸŶWË

ƪǷĎÝȆѧӒ˕àDŀլƪZԑն̩HLAгʲˇɟƬ˛Ƴ,΅¬DŀլƪZԑFլƪȼӾƪƬ

ĸŶhơ�(5) 200808976�ģӎñӏWARFARIN(Εơƚ)FӏΰТhơYɋ̕� 

139 Ϸ;ՔʨHLA-B 5801ˇÌԗ: http://www2.edah.org.tw/cp/item/06HLAB5801.htm�жWˇϫ

˪ՔʨHLA-B 5801ˇÌԗ: http://www2.cch.org.tw/labsearch/Lab_Detail.aspx?CODE=FOT5801 
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®Ɣ˃QˇÌԗÐ®ՔʨíŇίò�uˇԼŞàEȒʨˏ֎˥֚Ƭ֚Ĉ�ǔũ

ȫƔЏƾ̠ҕͼơȧӛʬ՛Ρ̣Τ{YՔʨяȆǠdŇTΊɆÌéͼίòơ

ǧΡ̣eǿ�éÏE˃�͋hȭ�®ƔE˃гƔˏĈ҂ɩГҁ՞�̷àūuˇȎ

ÇF̅ǖԛ˙E˃ˏĈʾҔĚƬˏĈ˥G�®Ɣ˃Q�͋YE˃�͋ƬƫƣDŕ�

ŖS�ԚЖѝ0ЬɊ� 

2015Û12j�Ïְ´¬Ĥ̿īƬǉÝ.�ћ֭ӯՃ҇ʾˇԉæĄͣǞ�{Ƶ֚·

͠hÜśԲuˇ¬Ք�͠ƵmŘ{ˇæ1Ƶ͠uˇ5.9012Ƶ�ˇæ̼_ːŧ˙u

ˇ66.67%Ƶ֚�̼ʬ�И99.5%�ТȥƔ2015Û12j18iǐęÝӜśΉĝ�2016

Û1j15iǐęÝƵ֚·͠�âáˇԉæĄͣ{ˇæ1Ƶ͠uˇ5.9012Ƶ�{ˇԉ

æĄͣ2015Û12j14iÞҟѼ26.50Oȥё�uˇĴƵѼɭȆ4.49O�ƽzȆЉS

�FĴƵ˾ȷ�ͽǨ֑ӜËɤԑʖĎбҽ�ɞƃDʖЛƔҖ֮�®ƔuˇՍà̅

ǖ#Ǥ¶ƔPCRĤ̞F0�®Ɣ²ǐˇÌԗhÜÐՓÉȆNGS�ЉS�ɞLѴ

Ȥίò̅ǖƬ;̠ҕՓ͠�éÓù֧Քʨ˦Բƈβ΅Ƭԗ֤Ћӏ�uˇūˇԉæ

Ą̰ͣŹͼГȆÝ�Ƭϲ֤�Ǩ֑ЉÓùӜËL¥ȏţàɤ̆� 

͑âȻɪ�{֮в�Լͽ˃QгƔˇÌˏĈLǷȎгǈǭβƓ�ͽ®Ɣ˃QՔԝ

֥ĽЖÿɷɯ�҇ʾͼơȧӛʬ՛Ρ̣ΤΊɆÌ�̅¬͑ё҇ʾAϲԛ˙%ˏ

Ĉǈ֔�3ͼơǈѲş�͋ӥüƬ֚ĈƬΎƙ�uˇF̿Ӽ'ȆEȒʨ̴ɫˑʨ

9�şĤ̞Ɣ̅ϖQ͊юѵÀ�ͽǔÌˏĈǈ֔ͼơЀб�Ŗ˙ЉS�ԚЖƫƣ

Dŕ�Ģ˃ş}Ȏն҇ʾÐ3ȭԫոýƫƣ�Ï²ǐȗ˃ˏĈŤǣƖҠʼT%�T

YʊWǨƬˇÌ�Y�HЄDNA�Ƭƫƣ.�҇ʾԑͬÉHЄDNAƬhÉӦ

ϗăĚ�éÏˏĈǈ֔ƬhÜԳÉͶɛƬƫƣ.�Ȓ΅ԗ��Ƭ;҇Тȥ�{
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ũ͗�ͽéгƔȒ΅ͅ!ԗƬ>҇�şɞƃѴȤ͐ĵş}hÜǤ¶S�Ĉˇ�

ʽèMyriadƬԚӁ�ԗǨƬЏɥ̖Ӧ�ίéğÝ;ґӘTƜ�ǷˇÌԗ

҇ʾ�{ՓǚƬhÉ� 

 

 

 

̏"̶  ΎҸќǤֆ  

̏!ϱ  ΎҸ  

�ɱɩԸɩѯ (Deoxyribonucleic acid, DNA)FɷƅȆԌÕԀπʞɠ�éÏΎн0�

DNAǷՐ®�эDÇэոƬ�ɱɩԸɩѯ̩ΎéÝƬƿյƫT=�Ȇ%іǭş

ΎнƬէŶƅ�şՐ®˷Թ�̈ pƅÿќ֪ˇǫ�ˆ֛Ƭ*ΰǈǭşՙƵΎн�

ͽéÌȆ DNA ŝƵƬԢѯɬ˕àmГ˘ƬȧП̚�ɐƕŖŝƵγ̅¬¢*�

̬ÝՙԮ˰ΎнªЈ�Ŗ˙ DNA ֡ƅ�ÌâÏ̔ȝԜЭ.�DNAϕՋÏ̕

̝°(Histone)0�®ђֵѯ�ֵѯΊ֪ƅֵˇѯнÝƬ̝̕°�ʖEū DNA Ԣ

ѯɬƬȧП̚éȬĂşDØŶƬÌʈ�®ƔђֵѯќֵѯƬ pKa ȷTĆǷ 

12 ќ 10�Ï pH ȖȆ 7 Ƭ¬̃˴º.˕§П̚�Ŗ˙̝̕°ќ DNA àį;

ƬΎË*�ίéՋÝǹï֥� 
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ˇÌԗƬʾϖԑ�xȤǌ{β΅֥�ՂՔԝӐĲȆx�éÏβ΅ÝȆ֥�

ՂՔԝӐĲƬЛΉϩE�DNAѴȤ̎ʩ̝̕°ƬΎн�ŎƓ;ͅ!ˇÌĝÄ�

ŖşÝȆTŎʊWǨƬˇÌ�Ìâ�TYʊWǨƬˇÌ̧ғƬϘƂÏƔȒļ

Ƭßͫεǿ{Y֥�ՂЋӏƬβ΅εǿ�ĪпmГȪȤƬϻï�é̅ǖβ΅Ý

�Ǩ�ԗЛΉƈѴȤŖƬb=�ǑǷcDNAΎн�ȗ˃í˚1980 Û~βŴ

ƉѤDNA ˏĈ{ř�ŎDɷĆʼTͅDNA ќcDNA FDÇ�̰ƉѤşŞà

ˏĈӀɭƅ�þÏǨȭгȗ˃Myriad ɪFN̓�`şȗ˃̼ʬơʨ2013 ÛFć

ĸ�ĭ֡%0ȩ֮Ƃ�ѤȆͅDNA ќcDNA FˏĈӀɭƅDÇ� 

'ոƬˇÌÏĴȻ'ոȻ֥ϩḚàő̡ƬDÇ�éŋőӒȞɻɼƬDÇˇÌĝ

ÄюFȆˇÌȔ֡(mutations)�éϩˇÌ֥�ՂЋǑǷːɆŴƬDNAĝÄϲ

®T{YʊWFǨ�ū§˔ƬˇÌĝÄίòmг�ˇÌԗ(genetic testing)Ȇ

֥�Ղ�͋EƬ!̯T�ǌ{ԗȻ'ˇÌĝÄȆ?Ş�ħ�'֥Q˕àƬˇ

Ìǚ�ʧгȻ'ƈ˕ˇÌéG{ƥԝƆĭ֡¬ȅ̘и�ˇÌԗhÜ²ǐL{

PCR (polymerase chain reaction)Ȇx�Ĥ̞ÝқէŶ�ÏԗЛΉϩE�ѴȤ

ţƬb=ČȆcDNAΎн�Ìâ�cDNAʖĎ{ˏĈǈ֔�гƔˇÌԗ҇ʾé

ŃϗȆȪȤ� 

MyriadɪǷȗ˃ˏĈơEíͽơǑɆǑƬȪȤćŘ�̼ʬơʨѤȆ�Myriadĺà

̬̿»ùƘó�ϡҠÎѦ��΅̄%!ȻȪȤvàƬˇÌ�þː̧ȻˇÌќş

Ŭ͉ƬԀπƪһT̾βřŎǄ΅ƖòȆ��ȩ́ғƬҸȩгƔǨ֑ʓɔʈ�̔ȝ

ũ֥�Εơƚ��ո�̔Ι�ϋ¬ƪYş}¬ƪѡǖƬˏĈɞϕ̅¬ƨҸ�Ŗ¬

ĤȎն̅ǖƬˏĈ֚ŅÉȫԤ�ͽéàҼƬǷ�̡ÐӑƳ{Y¤gȋѤȆơʨƬ
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ćĸʽ%ǱӾәƬèΰ�̼ʬơʨÏèΰ%ϩǐƬ˥֚бʺзғ�ɼ˛ԛ˙

̏&όŁӠϕ{YՔԝΤƬSÂҰ¬Ǳ.�ʯ�%ĈǷĎĔàIntronřʼ

Ć�TYʊWƬˇÌ�Y�cDNA�ƬćՂ�֧�TYʊWƬˇÌ�ͼơԛ

˙ˏĈǈ֔�{ǉίˇÌԗ̅ϖƬȒ΅���֧�cDNA�L�{ˏĈǈ֔�

D֧̄àƬˇÌԗ҇ʾũţ];Ƭұԓ�3֧ɼ˛ԛ˙�{Ƭţ̏&όŁƬӠ

ϕ�ͽé�ÓÇ¤gEƈȩ�®ƔǻőˇÌEDĔàIntronƬÕÏ�Ìâ¥ř̼

ʬơʨɞƃLϕКţÇғʿ՝Ƭǰӕ� 

þDҸÓù�ˇÌˏĈǷŅÉȎгȫԤƬƫз�гƔ̧ғƬ΅ɒ�ТȥǨ֑ĂÝ

¤ƬˇÌԗːί!ĳ˕ʻȻ'WՔԝƬ΅ɒ�éϔĤ̞��β΅҇ʾÓáu~

Ŷĝ҇ʾːϕġ̪΅ɒ�þˏĈŤǣȆǱżΑG҇ʾȒ΅Ƭҝԍhơ�ŅÉȫԤ�

ϕĬŤ҇ʾī(Ȓ΅Fόչ�˃QˇÌԗ҇ʾhȭ�®ƔL̜Ɣ΅ɒƻͫ�Ï

ˏĈǈ֔ŅÉȫԤƬƫƣ.�бÏȎϩDĈƔş΅ɒ�ʩ%ԑӦϗͬÉ{ƖҠ̐

ËˏĈӀɭcDNAίò�ĚF��̖ӦԗΎƙŎǤ¶;ґӘ�Փ{Ԛϖʅˎǈ

֔ΊˢǳF��3ѴȤ͛ʬşòӄʖ*{Ǥ¶S�Ĉˇ� 

̏&ϱ  Ǥֆ  

̏!κ  ˏĈǌ¬Ĥ҇ʾǈ֔ş̅ǖFȪȤeǿ�Dԑ

ͬÉȫԤ  

ɬӘSTPIFȒļ�ƽ 10 ÛřՔԝӐĲ̅ϖƬˏĈĐ̫̄уѿ�ƬԳυ�֣µՔ

ԝӐĲ̅ϖFĤ̞΅ɒĐ̄ΩřΩҜɶ�ՔԝӐĲ̅ϖҠбȆ²ǐxȃĤ̞΅ɒ
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Ƭѵ˄F!�ȷ˙È˃Ǳżǭ֑ԕȦȎԑǱ˕ʻĤ̞Ƭˤɒ�ʧгՔԝӐĲ̅

ϖƬ=ѵ˄΅ɒ�3֮вţ�ՔԝՂ����ͯ('֥ІϳYfǼ���ːNһӺ

('֥FӐ˲�Y �ƓɑԝYΪȰƠԝ�Ȇ²ǐՔԝӐĲ̅ϖˏĈºґ΅ɒ̼

ÐƬĤ̞ңե��Ӝ֥Ĥ̞΅ɒƬ 80%140�֣µˏĈǈ֔LȆ¬Ĥ҇ʾ΅ɒ{

Yʾϖ̆0ȭƬȪȤeǿ�éՔԝՂ3ǷՔԝӐĲ΅ɒƬȪԾѵ˄� 

éĢ˃ƬˇÌˏĈhȭ�²ǐͅDNAL̐ËĢ˃ˏĈӀɭƅ�ӑƳѱȁѤ

Ȇ�ͅʊ΅̄'ոFOʈ��ǯˇÌĝÄƆ̯TĝÄ�Źͼơŧ˙ˏĈ�þȠЉ

'֥FOʈƆˇÌĝÄǌ̟˚'֥T�ř�Ɔϲ®¬ƪĤ̞ƈѡ̬�řƳ�ǑŞ

à�ˏĈƅ�þˏĈ¯Ҵɦ�μѦƖş̅ϖĈƅ141�â��ӑƳӂE'¸ѤȆ

ͅDNA�¯ҴˏĈ142�şE�ƈӷ�'ոOʈƆˇÌĝÄ̟'֥T�ř��

͑Ƿȗ˃ơʨƈӷƬͅDNA�éƈӷ�®¬ƪĤ̞ƈѡ̬�řƳ��ǑǷȗ˃

ơʨƈӷƬcDNA�ĢȹDշ΅̄�җȂūЛ�Ƭȗ˃!ғ�ėƉѤͅDNAќ

cDNAŞàˏĈӀɭƅ� 

ȠǷʽè˃QƬŷhόŁ�ͨʟĚƬˏĈ҂ǽбʺˇՇǮ��гƔíͽğзÕÏ

Fƪ�ŘÓ̱¬ͯƪƆ[ͽրƪ�ČŖЉƪŎǄÀǐAƯƳ�ͅʊ΅̄ЉƪƬò

                                                 
140Ưկ̅ϖ΅ɒչͧȒļ-{ՔԝӐĲ̅ϖȆŘ�ʟЪơ'˃ɏб֤ȒļʨȓĤǱȒļќЏʞ

Ec�2015Û5j 

141 ѱȁ�ͨҋʟ̅ӑơ�OϤ�2008Û�ȱ133� 

142 ӂE'�ˏĈơ̠֊Ϸ�è�2009Û� 



•‧
國

立立
政 治

大

㈻㊫學
•‧

N
a

t io
na l  Chengch i  U

niv

ers
i t

y

 

112 

 

ȆŎǄĈíͽơǑFĤ̞ǩώF̿ÿ�˝Ƞȵá®íͽȉTƈ˙Fƪ�şΎ

н�ğзƆş}ƪ̃WӑƅһќAƯƳDÇ�vʖ̟ƖҠȉŶƳ�ǑЉƪ¤ŇY

Thơė̐Ë΅ƖFŶϷ�ŘÓ΅̄íͽȉEÕÏFǻˇÌƆϋ¬ƪ�ϲ®ɷ

ɯTĳ֩ԛ˙ЉˇÌƆϋ¬ƪɦ�ǑЉˇÌƆϋ¬ƪ¤Ňė̐Ë΅ƖFŶϷ�

Ìâ�ͨ ҋʟ̅ĚƖҠǮ�'֥ˇÌĝÄFͅDNAќcDNA�̐ Ë΅ƖFŶϷ�

éŞàˏĈӀɭƅ143�ȠmГȗ˃̼ʬơʨFćĸ��ˤՌȗ˃ˏĈʾҔĚFŁ

Ј�ȎГéŃ�Ģ˃ͨҋʟ̅ĚFˏĈ҂ǽˇϡ�3�ǷxѐӠնƈУăƬòǱ

ŭ��ơʨDũşȫŤ�þ²ǐȆl�Ģ˃ͨҋʟ̅ơʨ�Ź¥àӠϕгâʿ՝

ʯÝćĸ�ͽé�˃QՔԝ֥ĽЖÿҲ�ČŖŧ˙ˏĈ�3DʖǈѲS�œà

ӥ�Ƭ֚Ĉ� 

Myriad Generics!ɪ֧ȗ˃ˇÌˏĈӀɭќĎÃǣ˨ʠDҠŶƅ�²ǐÈ˃Ǳż

ÏɩɃˇÌˏĈ0̰àуԳռɭƬԳυ�̌ ÌˏĈ®ϩƻ�Ȥʯ�ʊW���T�

Č�юȆǷ'ոȓĤF̅ƪ�̄ÏͅʊƬˇÌĝÄAϲշ{ԛ˙ˏĈ֚�Myriad

!ɪ֣̄%ȗ˃ˇÌˏĈƤȮF.�FǐɷŶεǿƈ̟ˠũƬˏĈոǚ�ʖ̫у

Ӂũ˼ĹƬƫƣ�ƞόȎնƬơǧ̠ңYˏĈăĚ� 

ŔĢ˃ˏĈơ̏24˴̠ŶÈκDG΅ƖˏĈF̠Ŷ�̌ ¤0̰ќˇÌˏĈàőն

ԩ� 

                                                 
143 ϙ̻ͨ�'֥ˇÌĝÄќՂhơFˏĈӀɭƅ�{ȗ˃AMP v. USPTO & Myriad Genetics

ɪȆEc�¬ƪ̅ϖȓĤѐ̃Կ�, 4(2), 2013. 
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!�ʻ�ͯƪY¬̅ʻ�ͯƪFxȤ¬ƪӑhơ�þϋ¬ƪӑF¬̅hơ�DÏ

âȫ� 

&�'֥ƆʻƪɻɼFՂ�ƥԝƆ�ȓe̞hơ� 

-�ĘɎSÂʄĝ�ΒŀȲǊƆҰ¬Ƴ� 

̏!κ�ˏĈơŔTRIPsƔˏĈhȭƬ̠ŶéȽơǨˇ¤0ќҗϪ̠Ŷոý�ˀ

¤˃ƔͯƪϔǖэƔэȡơ͛ŗǈ֔�Ï�ϋ¬ƪ�hȭéŃ�¤˃¸DːşՄ

ոƔ �̒ͯ ƪңեQ�ƈ{�àնϋ¬ƪϔǖэYşĿÝhơ�̧ ˙G΅ƖˏĈ�

þşб¤˃гǄ'ոƬʻͯƪǖэ�Aūȗ˃!ғ˦ęÁβƓƬзǣ�ΝȆ�ˏ

ĈƬҔƬ� 

̏&κ�ȆʽèҗȂˏĈSȖ̏I+&˴̏�κƬ̠Ŷ�ˀ¤˃Ŏ¥ÓҗϪơ˴

Ɩg̠ŶDŞ̅ϖĈƅ�þşόϷŎD�zǷǮâո΅ƖDŞ̅ϖĈƅƆ̀

ɴSɿFǈ֔�DŸ˥GˏĈŖşӥü� 

̏-κ�ÇҗȂˏĈSȖ̏I+-˴̏!κ�¸èҌSĝŀǊFЙțÿȆD˥G

ˏĈƬèΰ�éҰ¬hȭ�íͽќі֔'ոʱ˖Ȇ®�ЙZƳ̃ϩԑƋΏ΅Gˏ

Ĉ�âԾќi¤ˏĈơ̏-+&˴ȎÇ� 

¤áÏMyriadɪE�ӒȞ̼̗˫ΡƬɆÌ�ɞƃǷÌȆşՐ®ӥɏƬԗ�ՠՂ

%ɼ˛ќՔԝ'Ɉԛ˙̏&όŁƬԗΎƙ�ӒȞơʨÏǱӾә0ʯ�%ʶÉ

ɼ˛֚ɿƬćՂ�͑Ģ˃ˏĈơ֮в�ќ24˴̏-κƬỡГȆˠƽ� 
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̅ǖѼɭќɼ˛֚ɿƬƊԂ�ɞƃ3Ƿ¬Ĥ̅ϖƬɆϵF!�Ɣ¤Ҹg҃ÿE�

¸΅¬ȗ˃ԥ̒ȼӾ'ĜƊӰѤȆլѼЛʬ144гƔ¬ĤS�ГȆȧȭƬϔј�ȋ

Ƿ®гƔƱϕƬǈʱҰ¬ƬłǣȆ�΅Ծ�ͽéլǖFȒ΅գi҅ɦ�ȠǷɼ˛

'ґГȆ_�υ ѴȤГʬƬլǖѼɭԐЄβ΅S�ƿ2{řFī(�Ƞͅʊ®

̼̗ƬÝƙřȏ�ɞƃkʐŬÁƬèΰŎŖ˙҇ʾгƔȒ΅ī(ԳÉǈ×�Óâ

΅ɒԑǄɼ˛Fь�ͽ˃QȎն҇ʾƬ΅ɒ�®Ɣ>҇kʐЏ¤̠ҕ�ͼơ{;

҇ƬòӄhÜίòӄ˂�Ð̆{ˏĈǈ֔hÜίò�͋ӄ˂�ͽÏȗ˃ǱӒ

É©̋ȪҲԗƬ֚Ĉ�˃Q,ŞàɷɯƬ̅ϖɷƅƬ;ǐ͛.�{ˏĈǈ֔é

ίòӥɏӄ˂Ƭ̆ɞDŸփ֑ǳò� 

̏&κ  ˇÌˏĈ֚'ȭгˏĈͼɤFѐ̃г  

ˇÌˏĈFͼɤϕbʠīЏʻӠFɲ��ÌâϒɎӜ֥¬ƪȓĤѵ˄Ƭȅƅ�Ï

ȗ˃�¬ƪȓĤ̅ϖ̬̿750ϯ'{0Fι�évÏ46ȻÙЇ;Ȗ650ɏ¾ϖ֎

ƔˇÌՂFѵ˄�ş҈֗ңեȈ҆� 

ˇÌˏĈƬͼɤ�ȵÀϕұԓţƬϩͽǷќЉˇÌȎնƬƈàӚÿȅʻ�֚Ĉƾ

̯T ѝũϒ������ʖϕӤʠȗ˃S©í®ԩϪЖոýƬhơгƔş}

S�ƆǷ¤S�Ƭş}ˇÌˏĈ͛ʠSɿΡ̣�S�ԑЉӍġ̢ơÌԑ� 

                                                 
144 ĜƊӰˤg¡ԓǗƒլѼ� 

http://money.udn.com/money/story/5599/1204337-%E5%B8%8C%E6%8B%89%E8%95%8A%E6%8

E%A8%E6%96%87-%E6%89%93%E6%93%8A%E5%93%84%E6%8A%AC%E8%97%A5%E5%83

%B9 (̼ǨՅ֓iͫ: 2015Û12j9i) 
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(!)Ȫϔ҂Ν̄àˏĈQɐ 

ѿ�ќ�ʖƬ̩ΎéǄͅʊĝÄƬǈ֔�èΰŖȪϔɩ΅(Re-issue)ƬhÜ͛

XˏĈ˘ǣ� 

(&)ŖˏĈ̕Ëǈ֔ 

Ŗ̕ËƬÑ̜ÏƔ�ͶĂȸӸͅ!ˏĈƬ˜ƣ�T͡ȲԆ�ČŖːřˏĈĚĦ

'ոˇÌˏĈͼɤW�гӚÿˇÌhơԵàփ̡֑�Ƭ�ʖƅ�ÌâĺàŋѸ;

Ƭ҈֗  �նƔBRCAԗ�¤ɪºƬˏĈ֚ƳA̢¶ˏĈ̕Ëѐ̃(Patent 

Portfolio)�évAà�ȭƬņˊցƨ*�Ìâͼɤćĸг�̅ϖF҈֗mГ> �

ʩ%ĝÄ{��²ǐÐґ˃ɏȋAˠũϋ¬ƪÿȆˏĈҔƬ��{èҌːˇÌՓ

ͳƬϋ¬ƪËś¯Ҵ��˘ǈ֔�â��{ˏĈ֚{�ƬơǧƆƳԚϖʅˎřǈ

֔΅Ɩ3àɤ� 

(-)ΡĵDÇĽ̒-ѿ�ǖэ֚Ëśǈ֔ 

ˇÌˏĈ̼xȤƬԑÐќɻɼȎն�ʩ%ԗhơ0ƬԑF��̨˔ӑ̞0

̼ÐŖÏƔѫĊɻɼƬլƪЋ֤Ȓļ�,Քԝ̅ϖÐґԗ֤Ɔб֤ȋμ̭Лб

֤¬ƪίò�ѿ�Ïʻͯƪǖэ0ƬăĚ�֧S�ÏˇÌˏĈͼɤƬɦȼ�{à

��ƬӾә�ŖʻͯƪΊǖэ֚ίòǈ֔�ԼͽȎГɆ¤ƬˇÌˏĈǈ֔ң͉

ȎгȫԤ�þLͽ�{Иţ!ŶƬǈ֔ɤƙ�ԬŘřѦ�Á̼̂;Ƭб֤ʻƪŗ

ԑ҇ʾCharles River͑ˏǀ{ŗԑб֤ʻƪјÊ�şԚÞĴÛ3�Иţ+!ѹȗ

ƾFծ ��Łâ̯T�͋LԻՎϗ;ʾӠ�évӖàǖэ֚Ƭ˃ɏґΰГɃ̡
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ʻͯƪˏĈƬ˃ɏȆÐ�̀ şǷҗȂгƔˇÌˏĈƬǈ֔Ð˦ŧ�²ƬȫŤǈ֔�

(purpose-bound protection)�Ȏгş}ҔƬÓWӑƪһƬ�Ώгǈ֔� �˴º¤

ř͑Гռȟ�ȎГF.Ŗǖэ֚�`şǷÏͯƪƬ̯T�{ǈ֔Ƭң͉Dũˇ

ÌǷĎ�§ÏƼ̄�ƬȫŤ�ң͉Ȏгҁ՞̡Ð� 

(�)ŖԚϖʅˎίòǈ֔ 

ˏĈ֚ќԚϖʅˎÉř̟ѤȆǷƅһȎұȔƬŝэͨҋʟ̅ �֚ˏ Ĉ֚'μː΅

ƖƔѦƖɧEƖҠv�T֖͝�ŖЉ΅Ɩƈ֎Ĥ̞ѵ˄EŞą̀˔ƯկƳ�ʖԡ

ЈşQɐ�Ŏ�Ә{б̄ ( ˏĈơ̏26 ˴)�éԚϖʅˎơƈǈ֔FЏʞǑμ

ȆǄ!ʘɴYЉոЏʞF'ƈƯƳ	Ԛϖʅˎơ̏2 ˴̏1 ͱ
�vƈà'A˦

ŧË̃FǈˎˢǳƳ	Ԛϖʅˎơ̏2 ˴̏3 ͱ
�ˏĈơǈ֔ASβ֖͝FЏ

ʞ�éԚϖʅˎơǑǈ֔¥SβFʂˎЏʞ�Ìâ�!ʘ¾ϖ͑Ç!΅Ɩ�ρʖ

͑ˏĈƆԚϖʅˎә!ǈ֔�þǷ�¤ɪE�!ȷ˙֮вƬǷ�Myriad S�Ï

ԩŊ̼ʬơʨćĸǨ�A̫ĳҷӜşͨҋʟ֚̅̆�ːЛ�Ƭͨҋʟ֚̅ăĚ

ȪԾ�̯T®ˏĈ֚̎ՓţԚϖʅˎ�Myriad S�ƈ͛ŗFˇÌԗƗʺ�ʩ

¼ӸȎնˏĈǈ֔��Źà̖ӦÐÛƬˇÌ֡̇(gene variant) Џɥɘ�ЉS�Ï

̟Ǯ˞Ȏն΅ƖDŞˏĈӀɭƅǨ�ĸŶʭlг˃ɏ'ոˇÌȒļƈ(National 

Human GenomeResearch Institute) ƬŏԞЏʞEc(Breast Cancer Information 

Core)ƬȔ֡Џɥɘ͛ŗ¥ƖҠƬ֡̇(variants of uncertain significance, VUS) Џ

ɥ�Ŏ{Ԛϖʅˎǈ֔ş̖Ӧ¥SβƬЏɥɘ�®ƔMyriad A̖Ӧ%ΪЛåϯ

áƬˇÌԗЏɥ�ÌâЉS�ĈşЏɥɘː�͛ŗ̼ђϡƬԗΎƙΟú�

͠ŃF�ş}ցƨƳYԗƗʺ͛ŗƳԼͽ�{ËÝcDNA�þÌȆͼơŖF
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Џɥɘ�ŎĈЏɥɘEˇÌǚќƼ̄ǚ(genotypephenotype)ȎնƅFґӘ�Ì

âşԗќЈ֟ˇÌ֡̇FϡҠƅТúГMyriadS�ƈ͛ŗƳɕ�ǲґӘƬ̖Ӧ

ū;ґӘTƜ�3ːϕÝȆˇÌԗ҇ʾƬԚϖĈˇ� 

 

 

 

 

 

�

�
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