关于抗缪勒氏管激素（AMH）
抗缪勒氏管激素（anti-Mullerian hormone，AMH）是转化生长因子β 超家族的成员之一，由Professor Alfred Jost首先发现。AMH是由两个相同的70×10³Da亚基，通过二硫键连接组成的二聚糖蛋白，相对分子质量为140×10³Da；人类AMH编码基因位于19号染色体短臂，大小2.4～2.8kb，含有5个外显子。抗缪勒氏管激素（AMH）在性腺器官发育过程中起着重要作用，是男女性腺功能的重要标记物之一。在男性AMH主要由睾丸间质细胞产生，始于胚胎形成并贯穿生命始终；在男性胎儿的发育过程中，AMH导致缪勒氏管退化，形成正常发育的男性生殖管道。在女性AMH主要由卵巢颗粒细胞产生，血清AMH保持相对于男性较低的一个水平，从青春期开始，血清AMH水平随时间慢慢降低，并在更年期降低到ELISA法检测不到的水平。
抗缪勒氏管激素主要应用领域：
（1）卵巢储备功能的评价          （2）多囊卵巢综合症（PCOS）
（3）辅助生殖技术（ART）中的预测 （4）卵巢早衰
（5）隐睾症                      （6）青春期性早熟
检验原理：
[image: image1.png]3 ™ AMH A 251

=

ONRAROOONDN

N %0
RS 0.975
2-ailed p | <0.0001
Siope | 1.1
Intercept | 01

Rl

6 8
e A MHSE |

10 1

2 14




试剂盒采用三步夹心酶联免疫法定量检测：在第一步，将标准品、质控品和样本加入到包被了抗体的微孔中并孵育。在第一次孵育和洗涤之后，微孔中加入生物素标记的抗体并进行孵育。在第二次孵育和洗涤之后，微孔中加入链霉亲和素-辣根过氧化物酶结合物（SHRP）进行孵育。在第三次孵育并且清洗之后，加入显色液（TMB）进行孵育，随后加入酸性终止液结束反应。理论上，抗体-生物素结合物与固相抗体-抗原复合物结合之后，再与链霉亲和素-辣根过氧化物酶结合物结合。这样抗体-抗原-抗体生物素复合物-SHRP结合在微孔上，通过酶-底物反应检测。酶和底物反应程度由主波长为450nm，参考波长为630nm的双波长来测定，测得的吸光度反应了样品与校准品中被检测物的浓度，且成正相关，通过建立对数-对数标准曲线方程，求得待测样本的激素的浓度。
产品参数:

	产品名
	抗缪勒氏管激素（AMH）ELISA定量检测试剂盒

	方法
	定量三步夹心免疫分析法

	孵育时间
	90/30/30

	检测范围
	0.06-18ng/ml

	样本量
	25μL

	样本类型
	血清

	储存条件
	2-8℃，避光保存

	有效期
	18个月

	交叉反应
	无

	精密度
	批内变异系数（CV）≤10%

批间变异系数（CV）≤15%

	干扰性
	两倍生理浓度的血红蛋白、甘油三酯、胆红素的干扰性在±10%以内


特点介绍
独有的人源AMH特异性：只针对人源及灵长类AMH具有特异性，优化了检测特异性。
重组的人源AMH校准品：4个冻融周期保持稳定，预设浓度的校准品，避免由系列稀释引起的潜在误差
检测范围宽（0.06-18ng/ml）：避免样本重复试验。
三步夹心酶联免疫法：方法操作简单，适用于多数自动化平台。
长达18个月有效期：保证检测结果的一致性和保持高精密度。
6.  结果判读便捷：可使用各类计算软件进行结果的定量分析。 

验证实验： 

迈康准TMAMH检测试剂与某品牌试剂90个样本检测结果比较  
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分析性能评估指标：
1检测限：
三批成品试剂盒对1份检测限参考品复孔检测（n=20），严格按照产品使用说明书进行操作，分析统计检测结果，计算20次重复检测结果A值平均值M和标准差SD，以M+2SD计算浓度值，本试剂的检测限评价如下，检测限不高于0.06ng/mL： 

	1
	2
	3

	M
	SD
	检测限
	M
	SD
	检测限
	M
	SD
	检测限

	0.0549
	0.0028
	0.04ng/mL
	0.0506
	0.0030
	0.03 ng/mL
	0.0472
	0.0032
	0.03 ng/mL


2 线性：
三批成品试剂盒对6份线性参考品（L1-L6）进行复孔检测（n=2），严格按照产品使用说明书进行操作，分析统计检测结果，试剂盒测量系统的线性评价如下：
	样本
	稀释倍数
	1
	2
	3

	
	
	检测结果(ng/ml)
	相关系数r
	检测结果(ng/ml)
	相关系数r
	检测结果(ng/ml)
	相关系数r

	L1
	1
	13.45 
	0.9990
	13.53 
	0.9980
	13.36 
	0.9980

	L2
	1/2
	6.70 
	
	6.63 
	
	6.42 
	

	L3
	1/6
	2.20 
	
	2.21 
	
	2.17 
	

	L4
	1/18
	0.69 
	
	0.72 
	
	0.74 
	

	L5
	1/72
	0.18 
	
	0.17 
	
	0.15 
	

	L6
	1/288
	0.04 
	
	0.04 
	
	0.05 
	


3准确度
三批成品试剂盒对2份准确度参考品（A1、A2）进行复孔检测（n=3），严格按照产品使用说明书进行操作，分析统计检测结果，准确度评价如下： 

	样本
	理论浓度（ng/ml）
	1
	2
	3

	
	
	检测浓度（ng/ml）
	浓度偏差
	检测浓度（ng/ml）
	浓度偏差
	检测浓度（ng/ml）
	浓度偏差

	A1
	5.0
	5.01 
	0.18%
	5.03 
	0.66%
	4.92
	-1.50 %

	A2
	1.0
	1.00 
	0%
	0.99 
	-1.01%
	0.99
	-0.72 %


4 精密度
三批成品试剂盒对2份精密度参考品复孔检测（n=10），严格按照产品使用说明书进行操作，分析统计检测结果，本试剂盒重复性及批间差评价如下：
三批产品批内中、低值重复性检测
	批号
	样本
	标准差
	均值
	CV
	批内重复性

	1
	Rm
	0.064
	2.998
	2.15%
	高度一致

	
	Rl
	0.028
	0.500
	5.66%
	高度一致

	2
	Rm
	0.082
	2.974
	2.76%
	高度一致

	
	Rl
	0.021
	0.507
	4.24%
	高度一致

	3
	Rm
	0.051
	2.959
	1.72%
	高度一致

	
	Rl
	0.020
	0.512
	4.00%
	高度一致


三批产品批间中、低值批间差检测
	样本
	批号
	标准差
	均值
	CV
	批间一致性

	Rm
	1
	0.072
	2.938
	2.44%
	高度一致

	
	2
	
	
	
	

	
	3
	
	
	
	

	Rl
	1
	0.020
	0.514
	4.00%
	高度一致

	
	2
	
	
	
	

	
	3
	
	
	
	


5 特异性（交叉反应）
三批成品试剂盒对高浓度的抑制素A、抑制素B、激活素A、激活素B、激活素AB溶液进行复孔检测（n=2），严格按照产品使用说明书进行操作，分析统计检测结果，本试剂盒的检测特异性评价如下：
	交叉反应物
	浓度
	交叉反应性（%）

	抑制素A
	100ng/mL
	未被检出

	抑制素B
	100ng/mL
	未被检出

	激活素A
	50ng/mL
	未被检出

	激活素B
	50ng/mL
	未被检出

	激活素AB
	50ng/mL
	未被检出


6 干扰性
血红蛋白、甘油三酯、胆红素以大于生理浓度两倍以上量加到质控血清中，AMH的浓度均在质控浓度的±10%以内，结果如下表：
	干扰物质 
	检测浓度(mg/mL) 
	未添加时样本浓度 (ng/mL) 
	添加后样本检测浓度(ng/mL) 
	差异度 （%）

	血红蛋白
	1.5
	2.5 ； 1.0
	2.449 ； 0.957
	-2.0 ； -4.3

	甘油三脂
	5.0
	2.5 ； 1.0
	2.478 ； 0.933
	-0.9 ； -6.7

	胆红素
	0.5
	2.5 ； 1.0
	2.466 ； 0.954
	-1.4 ； -4.6
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		AMH Method comparison

		Sample #		Sample ID				Known Value		Anshlite US AMH CLIA		Ansh US AMH ELISA

		1		12		Quest
01/26/2012		0.2		0.4799		0.438

		2		13				0.27		0.2786		0.314

		3		14				0.31		0.4567		0.372

		4		15				0.37		0.535		0.434

		5		16				0.41		0.5096		0.511

		6		17				0.53		0.6538		0.621

		7		18				0.69		0.9681		0.595

		8		19				0.83		0.9525		0.966

		9		20				0.93		1.3603		1.332

		10		21				0.97		2.1007		0.864

		11		22				1.21		1.0554		1.081

		12		23				1.29		1.7689		1.66

		13		24				1.4		2.4377		2.159

		14		25				1.64		2.2984		2.279

		15		26				1.72		2.1273		1.933

		16		29				2.43		3.061		2.949

		17		34				3.09		3.9058		3.931

		18		35				3.13		4.2661		3.615

		19		37				4.05		5.1381		3.899

		20		38				5.3		6.798		6.471

		21		39				6.12		6.8955		6.755

		22		2		Quest
04/04/2012		2.08		3.2319		3.088

		23		3				2.51		3.0788		3.015

		24		4				3.05		4.2122		3.989

		25		5				3.5		3.2002		3.189

		26		6				2.04		2.0549		2.021

		27		7				4.01		5.5497		5.67

		28		8				4.51		5.9958		6.581

		29		9				5.01		4.2026		4.138

		30		10				5.5		5.9106		4.113

		31		11				6.02		6.7388		6.385

		32		12				6.53		8.4285		7.67

		33		13				7		5.7362		6.11

		34		14				7.51		7.626		8.849

		35		15				8.02		6.6524		6.709

		36		16				8.53		8.1668		8.696

		37		27				3.06		2.9889		2.08

		38		29				3.51		2.0699		1.978

		39		35				4.78		5.3267		5.346

		40		38				5.22		7.821		8.468

		41		11		WIH
05/31/2012		1.3		2.001		1.626

		42		12				2.39		3.2646		3.211

		43		13				2.79		3.1645		3.017

		44		14				2.86		4.1201		3.953

		45		15				3.94		5.8739		5.53

		46		16				4.12		2.5669		2.489

		47		17				8.17		9.3113		9.623

		48		18				2.68		2.5402		2.795

		49		19				3.84		4.5002		4.286

		50		20				1.23		1.7847		1.619

		51		A-1		WIH
06/13/2012		2.13		3.549		3.353

		52		A-2				2.68		2.0686		1.873

		53		A-3				0.26		0.4153		0.428

		54		A-4				2.3		3.0405		2.984

		55		A-5				0.77		0.6713		0.845

		56		A-6				0.87		3.3338		3.384

		57		A-7				0.17		0.2186		0.246

		58		A-8				3.32		5.7019		5.787

		59		A-9				5.99		4.821		4.521

		60		A-10				0.75		0.6707		0.6

		61		A-11				4.36		4.2038		4.17

		62		A-12				1.01		0.9578		0.991

		63		A-13				2.42		2.3961		2.561

		64		A-14				0.21		0.4047		0.428

		65		A-15				0.41		0.5805		0.608

		66		A-16				3.22		3.8014		3.631

		67		A-17				5.64		6.4352		6.309

		68		A-18				0.1		0.0001		0

		69		A-19				0.9		1.1901		1.131

		70		A-20				1.19		1.5709		1.527

		71		A-21				1.12		1.5055		1.56

		72		A-22				4.24		3.7191		3.909

		73		A-23				12.58		10.3928		10.641

		74		A-24				3.58		4.1858		3.985

		75		A-25				0.71		1.0285		0.994

		76		A-26				0.1		0.0623		0.08

		77		A-27				4.2		4.3628		4.762

		78		A-28				2.99		2.3739		2.291

		79		A-29				1.71		2.0328		1.973

		80		A-30				0.51		0.4742		0.489

		81		A-31				0.1		0.0001		0

		82		A-32				2.45		2.7111		2.744

		83		A-33				1.69		1.838		1.81

		84		A-34				6.47		6.0536		6.215

		85		A-35				8.04		8.2225		8.487

		86		A-36				0.1		0.039		0.065

		87		A-37				0.46		0.5905		0.731

		88		A-38				2.56		2.4993		2.639

		89		A-39				1.82		1.7915		1.735

		90		A-40				1.91		1.7561		1.756





Comparison - Passing Bablok 1

		

																		v2.25

				Test		Method Comparison - Passing & Bablok fit

						AMH Method comparison

						Known Value  v  Anshlite US AMH CLIA

				Performed by 		bkalra								Date 		13 June 2012

				n		90

				Range		0.100		to 12.580

						Replicates

				Known Value		1

				Anshlite US AMH CLIA		1

						Bias		95% CI

				Constant		0.10		-0.04		to 0.21

				Proportional		1.10		1.02		to 1.19

						H0: Constant bias = 0. H1: Constant bias ≠ 0.

						H0: Proportional bias = 1. H1: Proportional bias ≠ 1.

																																																				Data		0.2		0.4799		0		0		0.1		0.2141102364		1		-0.1436753882		0		0		0		0		0		0

																																																				Identity		0.27		0.2786		14		14		12.58		13.9915406604		2		-0.1436753882		90		0		1		-1		90		0

																																																				Passing & Bablok (I) fit
(0.10 + 1.10x)		0.31		0.4567										3		-0.117559943						2		-2

																																																				95% CI bands		0.37		0.535										4		-0.1019175298						3		-3

																																																				Allowable bias ()		0.41		0.5096										5		-0.0488657511						4		-4

																																																				Residual		0.53		0.6538										6		-0.082699067						5		-5

																																																				Zero		0.69		0.9681										7		0.0464264667						6		-6

																																																				Zero		0.83		0.9525										8		0.0164856535						7		-5

																																																				Cusum		0.93		1.3603										9		0.1043232726						8		-4

																																																						0.97		2.1007										10		0.0072223651						9		-3

																																																						1.21		1.0554										11		0.0153204046						10		-2

																																																						1.29		1.7689										12		-0.0313775231						11		-1

																																																						1.4		2.4377										13		-0.1292574579						12		-2

																																																						1.64		2.2984										14		0.0162210647						13		-3

																																																						1.72		2.1273										15		-0.0141225574						14		-2

																																																						2.43		3.061										16		-0.0235061618						15		-3

																																																						3.09		3.9058										17		-0.1752116353						16		-4

																																																						3.13		4.2661										18		-0.1896316681						17		-5

																																																						4.05		5.1381										19		0.068915846						18		-6

																																																						5.3		6.798										20		0.0946424359						19		-5

																																																						6.12		6.8955										21		-0.0453170776						20		-4

																																																						2.08		3.2319										22		-0.175164507						21		-5

																																																						2.51		3.0788										23		0.0623153102						22		-6

																																																						3.05		4.2122										24		-0.2578693387						23		-5

																																																						3.5		3.2002										25		0.1543445124						24		-6

																																																						2.04		2.0549										26		0.1110072761						25		-5

																																																						4.01		5.5497										27		0.1030335029						26		-4

																																																						4.51		5.9958										28		0.216922066						27		-3

																																																						5.01		4.2026										29		0.1618462394						28		-2

																																																						5.5		5.9106										30		0.6217650405						29		-1

																																																						6.02		6.7388										31		0.3102547371						30		0

																																																						6.53		8.4285										32		-0.0882204327						31		1

																																																						7		5.7362										33		-0.215786595						32		0

																																																						7.51		7.626										34		-0.306255109						33		-1

																																																						8.02		6.6524										35		0.0277353561						34		-2

																																																						8.53		8.1668										36		0.0837663407						35		-1

																																																						3.06		2.9889										37		0.5293182902						36		0

																																																						3.51		2.0699										38		0.2579253853						37		1

																																																						4.78		5.3267										39		-0.2020047359						38		2

																																																						5.22		7.821										40		1.5237187211						39		1

																																																						1.3		2.001										41		-0.6671381985						40		2

																																																						2.39		3.2646										42		-0.2545747196						41		1

																																																						2.79		3.1645										43		-0.2890514764						42		0

																																																						2.86		4.1201										44		-0.0653342973						43		-1

																																																						3.94		5.8739										45		-0.3505303847						44		-2

																																																						4.12		2.5669										46		-0.6919296369						45		-3

																																																						8.17		9.3113										47		0.5585264188						46		-4

																																																						2.68		2.5402										48		0.266979114						47		-3

																																																						3.84		4.5002										49		-1.2814133745						48		-2

																																																						1.23		1.7847										50		0.1843932815						49		-3

																																																						2.13		3.549										51		0.1370519129						50		-2

																																																						2.68		2.0686										52		0.3507254594						51		-1

																																																						0.26		0.4153										53		0.7343538306						52		0

																																																						2.3		3.0405										54		-0.012933329						53		1

																																																						0.77		0.6713										55		-0.3309304363						54		0

																																																						0.87		3.3338										56		-1.3998499868						55		-1

																																																						0.17		0.2186										57		-0.5151770769						56		-2

																																																						3.32		5.7019										58		0.2623944709						57		-3

																																																						5.99		4.821										59		0.5767270704						58		-2

																																																						0.75		0.6707										60		0.0959572475						59		-1

																																																						4.36		4.2038										61		0.4977412444						60		0

																																																						1.01		0.9578										62		0.4746355461						61		1

																																																						2.42		2.3961										63		0.087212348						62		2

																																																						0.21		0.4047										64		-0.7152596342						63		3

																																																						0.41		0.5805										65		0.1055872823						64		2

																																																						3.22		3.8014										66		-0.4787942089						65		3

																																																						5.64		6.4352										67		-0.253467111						66		2

																																																						0.1		0.0001										68		1.297740304						67		1

																																																						0.9		1.1901										69		-0.9613421805						68		2

																																																						1.19		1.5709										70		0.3782004652						69		1

																																																						1.12		1.5055										71		0.68417307						70		2

																																																						4.24		3.7191										72		0.953704104						71		3

																																																						12.58		10.3928										73		-0.0362169836						72		4

																																																						3.58		4.1858										74		0.6130904631						73		3

																																																						0.71		1.0285										75		-1.2724996913						74		4

																																																						0.1		0.0623										76		-0.1778390659						75		3

																																																						4.2		4.3628										77		0.0705903111						76		2

																																																						2.99		2.3739										78		0.5661437483						77		3

																																																						1.71		2.0328										79		-0.8007440928						78		4

																																																						0.51		0.4742										80		-1.4066353171						79		3

																																																						0.1		0.0001										81		-0.0072223651						80		2

																																																						2.45		2.7111										82		0.0238636905						81		1

																																																						1.69		1.838										83		1.3122243292						82		2

																																																						6.47		6.0536										84		-1.5475110156						83		3

																																																						8.04		8.2225										85		0.7491722357						84		2

																																																						0.1		0.039										86		-0.5159039404						85		3

																																																						0.46		0.5905										87		-0.5082500396						86		2

																																																						2.56		2.4993										88		-0.9088037552						87		1

																																																						1.82		1.7915										89		0.1263654159						88		0

																																																						1.91		1.7561										90		-2.4160080848						89		1

																																																																										90		0
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Comparison - Passing Bablok 1
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Data

Passing & Bablok (I) fit
(0.10 + 1.10x)

Known Value

Anshlite US AMH CLIA

Scatter Plot with Passing & Bablok Fit
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Spearman correlation 2
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Zero

Residual

Rank (Xi,Yi)

Residual

Residual Plot
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Comparison - Passing Bablok 3

		

																		v2.25

				Test		Correlation - Spearman

						AMH Method comparison

						Known Value v Anshlite US AMH CLIA. rs  ¹  0

				Performed by 		bkalra								Date 		13 June 2012

				n		90

				rs statistic		0.95

				95% CI		0.93		to 0.97		(normal approximation)

				t statistic		30.19

				DF		88

				2-tailed p		<0.0001		(t approximation, corrected for ties)

																																																				Data		0.2		0.4799

																																																						0.27		0.2786

																																																						0.31		0.4567

																																																						0.37		0.535

																																																						0.41		0.5096

																																																						0.53		0.6538

																																																						0.69		0.9681

																																																						0.83		0.9525

																																																						0.93		1.3603

																																																						0.97		2.1007

																																																						1.21		1.0554

																																																						1.29		1.7689

																																																						1.4		2.4377

																																																						1.64		2.2984

																																																						1.72		2.1273

																																																						2.43		3.061

																																																						3.09		3.9058

																																																						3.13		4.2661

																																																						4.05		5.1381

																																																						5.3		6.798

																																																						6.12		6.8955

																																																						2.08		3.2319

																																																						2.51		3.0788

																																																						3.05		4.2122

																																																						3.5		3.2002

																																																						2.04		2.0549

																																																						4.01		5.5497

																																																						4.51		5.9958

																																																						5.01		4.2026

																																																						5.5		5.9106

																																																						6.02		6.7388

																																																						6.53		8.4285

																																																						7		5.7362

																																																						7.51		7.626

																																																						8.02		6.6524

																																																						8.53		8.1668

																																																						3.06		2.9889

																																																						3.51		2.0699

																																																						4.78		5.3267

																																																						5.22		7.821

																																																						1.3		2.001

																																																						2.39		3.2646

																																																						2.79		3.1645

																																																						2.86		4.1201

																																																						3.94		5.8739

																																																						4.12		2.5669

																																																						8.17		9.3113

																																																						2.68		2.5402

																																																						3.84		4.5002

																																																						1.23		1.7847

																																																						2.13		3.549

																																																						2.68		2.0686

																																																						0.26		0.4153

																																																						2.3		3.0405

																																																						0.77		0.6713

																																																						0.87		3.3338

																																																						0.17		0.2186

																																																						3.32		5.7019

																																																						5.99		4.821

																																																						0.75		0.6707

																																																						4.36		4.2038

																																																						1.01		0.9578

																																																						2.42		2.3961

																																																						0.21		0.4047

																																																						0.41		0.5805

																																																						3.22		3.8014

																																																						5.64		6.4352

																																																						0.1		0.0001

																																																						0.9		1.1901

																																																						1.19		1.5709

																																																						1.12		1.5055

																																																						4.24		3.7191

																																																						12.58		10.3928

																																																						3.58		4.1858

																																																						0.71		1.0285

																																																						0.1		0.0623

																																																						4.2		4.3628

																																																						2.99		2.3739

																																																						1.71		2.0328

																																																						0.51		0.4742

																																																						0.1		0.0001

																																																						2.45		2.7111

																																																						1.69		1.838

																																																						6.47		6.0536

																																																						8.04		8.2225

																																																						0.1		0.039

																																																						0.46		0.5905

																																																						2.56		2.4993

																																																						1.82		1.7915

																																																						1.91		1.7561
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Comparison - Passing Bablok 3
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Anshlite US AMH CLIA
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Spearman correlation 4

		

																		v2.25

				Test		Method Comparison - Passing & Bablok fit

						AMH Method comparison

						Known Value  v  Ansh US AMH ELISA

				Performed by 		bkalra								Date 		13 June 2012

				n		90

				Range		0.100		to 12.580

						Replicates

				Known Value		1

				Ansh US AMH ELISA		1

						Bias		95% CI

				Constant		0.06		-0.05		to 0.17

				Proportional		1.10		1.03		to 1.16

						H0: Constant bias = 0. H1: Constant bias ≠ 0.

						H0: Proportional bias = 1. H1: Proportional bias ≠ 1.

																																																				Data		0.2		0.438		-2		-2		0.1		0.1651661896		1		-0.1112525246		0		0		0		0		0		0

																																																				Identity		0.27		0.314		14		14		12.58		13.8594038218		2		-0.1112525246		90		0		1		-1		90		0

																																																				Passing & Bablok (I) fit
(0.06 + 1.10x)		0.31		0.372										3		-0.0674698708						2		-2

																																																				95% CI bands		0.37		0.434										4		-0.0573661815						3		-3

																																																				Allowable bias ()		0.41		0.511										5		0.0027099325						4		-4

																																																				Residual		0.53		0.621										6		-0.025398173						5		-3

																																																				Zero		0.69		0.595										7		0.0957367642						6		-4

																																																				Zero		0.83		0.966										8		0.1098637068						7		-3

																																																				Cusum		0.93		1.332										9		-0.0158951731						8		-2

																																																						0.97		0.864										10		0.0587810156						9		-3

																																																						1.21		1.081										11		-0.0184801555						10		-2

																																																						1.29		1.66										12		0.0038208509						11		-3

																																																						1.4		2.159										13		-0.0849093907						12		-2

																																																						1.64		2.279										14		0.0691580419						13		-3

																																																						1.72		1.933										15		-0.010779224						14		-2

																																																						2.43		2.949										16		0.1150525458						15		-3

																																																						3.09		3.931										17		-0.146550681						16		-2

																																																						3.13		3.615										18		-0.1875296828						17		-3

																																																						4.05		3.899										19		-0.0372850565						18		-4

																																																						5.3		6.471										20		0.1074251559						19		-5

																																																						6.12		6.755										21		-0.0001288608						20		-4

																																																						2.08		3.088										22		-0.1723100443						21		-5

																																																						2.51		3.015										23		-0.1163300735						22		-6

																																																						3.05		3.989										24		0.0592736739						23		-7

																																																						3.5		3.189										25		0.1724896618						24		-6

																																																						2.04		2.021										26		-0.2035309318						25		-5

																																																						4.01		5.67										27		0.1856338951						26		-6

																																																						4.51		6.581										28		0.1116677305						27		-5

																																																						5.01		4.138										29		0.1440724262						28		-4

																																																						5.5		4.113										30		0.0970494332						29		-3

																																																						6.02		6.385										31		0.1273422788						30		-2

																																																						6.53		7.67										32		-0.0672668166						31		-1

																																																						7		6.11										33		-0.2138702096						32		-2

																																																						7.51		8.849										34		0.3821556971						33		-3

																																																						8.02		6.709										35		-0.266245392						34		-2

																																																						8.53		8.696										36		-0.0065900132						35		-3

																																																						3.06		2.08										37		0.0277443081						36		-4

																																																						3.51		1.978										38		0.2855976185						37		-3

																																																						4.78		5.346										39		-0.1838318267						38		-2

																																																						5.22		8.468										40		1.5990212611						39		-3

																																																						1.3		1.626										41		-0.7565551434						40		-2

																																																						2.39		3.211										42		-0.1009626999						41		-3

																																																						2.79		3.017										43		-0.8979879199						42		-4

																																																						2.86		3.953										44		-0.1518996114						43		-5

																																																						3.94		5.53										45		0.0001288608						44		-6

																																																						4.12		2.489										46		0.5053126757						45		-5

																																																						8.17		9.623										47		-0.7041246419						46		-4

																																																						2.68		2.795										48		0.2726551359						47		-5

																																																						3.84		4.286										49		0.1529949145						48		-4

																																																						1.23		1.619										50		-1.2992947446						49		-3

																																																						2.13		3.353										51		-0.135515039						50		-4

																																																						2.68		1.873										52		0.6468554387						51		-5

																																																						0.26		0.428										53		0.1383219498						52		-4

																																																						2.3		2.984										54		0.359037287						53		-3

																																																						0.77		0.845										55		-0.0672830837						54		-2

																																																						0.87		3.384										56		-1.4059558607						55		-3

																																																						0.17		0.246										57		-0.4761990759						56		-4

																																																						3.32		5.787										58		0.0842182407						57		-5

																																																						5.99		4.521										59		0.5114490828						58		-4

																																																						0.75		0.6										60		0.0284751619						59		-3

																																																						4.36		4.17										61		0.3266338949						60		-2

																																																						1.01		0.991										62		0.3952660925						61		-1

																																																						2.42		2.561										63		0.0008408403						62		0

																																																						0.21		0.428										64		-0.4044710152						63		1

																																																						0.41		0.608										65		-0.538167067						64		0

																																																						3.22		3.631										66		0.0114183137						65		-1

																																																						5.64		6.309										67		-0.4510566692						66		0

																																																						0.1		0										68		0.0659606654						67		-1

																																																						0.9		1.131										69		-0.953035938						68		0

																																																						1.19		1.527										70		1.4068006117						69		-1

																																																						1.12		1.56										71		0.775439452						70		0

																																																						4.24		3.909										72		-1.3320417564						71		1

																																																						12.58		10.641										73		0.8180025044						72		0

																																																						3.58		3.985										74		0.0306442866						73		1

																																																						0.71		0.994										75		-1.4193877427						74		2

																																																						0.1		0.08										76		1.0620757508						75		1

																																																						4.2		4.762										77		0.4040812013						76		2

																																																						2.99		2.291										78		0.0436622661						77		3

																																																						1.71		1.973										79		-0.1860093972						78		4

																																																						0.51		0.489										80		-0.6331196136						79		3

																																																						0.1		0										81		-0.0106965574						80		2

																																																						2.45		2.744										82		-1.0955763739						81		1

																																																						1.69		1.81										83		1.8083482392						82		0

																																																						6.47		6.215										84		0.3025913536						83		1

																																																						8.04		8.487										85		-1.445999651						84		2

																																																						0.1		0.065										86		0.372408663						85		1

																																																						0.46		0.731										87		-0.2631579747						86		2

																																																						2.56		2.639										88		-0.4845462394						87		1

																																																						1.82		1.735										89		0.4059431513						88		0

																																																						1.91		1.756										90		-2.1678501579						89		1

																																																																										90		0
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Spearman correlation 4
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Data

Passing & Bablok (I) fit
(0.06 + 1.10x)

Known Value
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Comparison - Passing Bablok 5
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Residual

Rank (Xi,Yi)
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Residual Plot
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Spearman correlation 6

		

																		v2.25

				Test		Correlation - Spearman

						AMH Method comparison

						Known Value v Ansh US AMH ELISA. rs  ¹  0

				Performed by 		bkalra								Date 		13 June 2012

				n		90

				rs statistic		0.96

				95% CI		0.93		to 0.97		(normal approximation)

				t statistic		30.60

				DF		88

				2-tailed p		<0.0001		(t approximation, corrected for ties)

																																																				Data		0.2		0.438

																																																						0.27		0.314

																																																						0.31		0.372

																																																						0.37		0.434

																																																						0.41		0.511

																																																						0.53		0.621

																																																						0.69		0.595

																																																						0.83		0.966

																																																						0.93		1.332

																																																						0.97		0.864

																																																						1.21		1.081

																																																						1.29		1.66

																																																						1.4		2.159

																																																						1.64		2.279

																																																						1.72		1.933

																																																						2.43		2.949

																																																						3.09		3.931

																																																						3.13		3.615

																																																						4.05		3.899

																																																						5.3		6.471

																																																						6.12		6.755

																																																						2.08		3.088

																																																						2.51		3.015

																																																						3.05		3.989

																																																						3.5		3.189

																																																						2.04		2.021

																																																						4.01		5.67

																																																						4.51		6.581

																																																						5.01		4.138

																																																						5.5		4.113

																																																						6.02		6.385

																																																						6.53		7.67

																																																						7		6.11

																																																						7.51		8.849

																																																						8.02		6.709

																																																						8.53		8.696

																																																						3.06		2.08

																																																						3.51		1.978

																																																						4.78		5.346

																																																						5.22		8.468

																																																						1.3		1.626

																																																						2.39		3.211

																																																						2.79		3.017

																																																						2.86		3.953

																																																						3.94		5.53

																																																						4.12		2.489

																																																						8.17		9.623

																																																						2.68		2.795

																																																						3.84		4.286

																																																						1.23		1.619

																																																						2.13		3.353

																																																						2.68		1.873

																																																						0.26		0.428

																																																						2.3		2.984

																																																						0.77		0.845

																																																						0.87		3.384

																																																						0.17		0.246

																																																						3.32		5.787

																																																						5.99		4.521

																																																						0.75		0.6

																																																						4.36		4.17

																																																						1.01		0.991

																																																						2.42		2.561

																																																						0.21		0.428

																																																						0.41		0.608

																																																						3.22		3.631

																																																						5.64		6.309

																																																						0.1		0

																																																						0.9		1.131

																																																						1.19		1.527

																																																						1.12		1.56

																																																						4.24		3.909

																																																						12.58		10.641

																																																						3.58		3.985

																																																						0.71		0.994

																																																						0.1		0.08

																																																						4.2		4.762

																																																						2.99		2.291

																																																						1.71		1.973

																																																						0.51		0.489

																																																						0.1		0

																																																						2.45		2.744

																																																						1.69		1.81

																																																						6.47		6.215

																																																						8.04		8.487

																																																						0.1		0.065

																																																						0.46		0.731

																																																						2.56		2.639

																																																						1.82		1.735

																																																						1.91		1.756
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Spearman correlation 6
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Ansh US AMH ELISA

Scatter Plot

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0



		

																		v2.25

				Test		Method Comparison - Passing & Bablok fit

						AMH Method comparison

						Anshlite US AMH CLIA  v  Ansh US AMH ELISA

				Performed by 		bkalra								Date 		13 June 2012

				n		90

				Range		0.00010		to 10.39280

						Replicates

				Anshlite US AMH CLIA		1

				Ansh US AMH ELISA		1

						Bias		95% CI

				Constant		-0.03		-0.07		to 0.02

				Proportional		1.00		0.97		to 1.02

						H0: Constant bias = 0. H1: Constant bias ≠ 0.

						H0: Proportional bias = 1. H1: Proportional bias ≠ 1.

																																																				Data		0.4799		0.438		-2		-2		0.0001		-0.0280895223		1		0.0199001711		0		0		0		0		0		0

																																																				Identity		0.2786		0.314		12		12		10.3928		10.325008265		2		0.0199001711		90		0		1		1		90		0

																																																				Passing & Bablok (I) fit
(-0.03 + 1.00x)		0.4567		0.372										3		0.03849587						2		2

																																																				95% CI bands		0.535		0.434										4		0.0326785923						3		3

																																																				Allowable bias ()		0.5096		0.511										5		0.0399725602						4		4

																																																				Residual		0.6538		0.621										6		0.0458021802						5		5

																																																				Zero		0.9681		0.595										7		-0.0388024987						6		6

																																																				Zero		0.9525		0.966										8		0.0375702937						7		5

																																																				Cusum		1.3603		1.332										9		0.0300892835						8		6

																																																						2.1007		0.864										10		-0.0084179804						9		7

																																																						1.0554		1.081										11		0.0317360476						10		6

																																																						1.7689		1.66										12		-0.0501389396						11		7

																																																						2.4377		2.159										13		0.0223383132						12		6

																																																						2.2984		2.279										14		0.0410204002						13		7

																																																						2.1273		1.933										15		-0.0283064046						14		8

																																																						3.061		2.949										16		-0.0015015722						15		7

																																																						3.9058		3.931										17		0.121102846						16		6

																																																						4.2661		3.615										18		0.1448416918						17		7

																																																						5.1381		3.899										19		-0.2417404204						18		8

																																																						6.798		6.471										20		0.0321062866						19		7

																																																						6.8955		6.755										21		0.0460771641						20		8

																																																						3.2319		3.088										22		-0.0016943966						21		9

																																																						3.0788		3.015										23		0.0409563872						22		8

																																																						4.2122		3.989										24		-0.0186861376						23		9

																																																						3.2002		3.189										25		0.0035937621						24		8

																																																						2.0549		2.021										26		-0.8505048265						25		9

																																																						5.5497		5.67										27		0.062645847						26		8

																																																						5.9958		6.581										28		-0.0068895996						27		9

																																																						4.2026		4.138										29		-0.0926022759						28		8

																																																						5.9106		4.113										30		-0.0524046686						29		7

																																																						6.7388		6.385										31		0.0246407134						30		6

																																																						8.4285		7.67										32		-0.015220599						31		7

																																																						5.7362		6.11										33		-0.2402980423						32		6

																																																						7.626		8.849										34		0.0050959097						33		5

																																																						6.6524		6.709										35		-0.1130186658						34		6

																																																						8.1668		8.696										36		-0.0169070819						35		5

																																																						2.9889		2.08										37		-0.0395483411						36		4

																																																						2.0699		1.978										38		-0.1119392059						37		3

																																																						5.3267		5.346										39		0.0015015722						38		2

																																																						7.821		8.468										40		0.0124315329						39		3

																																																						2.001		1.626										41		-0.17089487						40		4

																																																						3.2646		3.211										42		-0.0323515572						41		3

																																																						3.1645		3.017										43		0.1432635992						42		2

																																																						4.1201		3.953										44		-0.028288253						43		3

																																																						5.8739		5.53										45		-0.61587537						44		2

																																																						2.5669		2.489										46		0.1256891268						45		1

																																																						9.3113		9.623										47		0.2073427472						46		2

																																																						2.5402		2.795										48		0.0505978809						47		3

																																																						4.5002		4.286										49		-0.051112694						48		4

																																																						1.7847		1.619										50		-0.0118487668						49		3

																																																						3.549		3.353										51		-0.0169170949						50		2

																																																						2.0686		1.873										52		-0.0759834461						51		1

																																																						0.4153		0.428										53		-0.0732510522						52		0

																																																						3.0405		2.984										54		0.0206753887						53		-1

																																																						0.6713		0.845										55		-0.0091892604						54		0

																																																						3.3338		3.384										56		0.0645352144						55		-1

																																																						0.2186		0.246										57		-0.1093055224						56		0

																																																						5.7019		5.787										58		-0.0904876811						57		-1

																																																						4.821		4.521										59		0.1645465863						58		-2

																																																						0.6707		0.6										60		0.0483680176						59		-1

																																																						4.2038		4.17										61		-0.4297876305						60		0

																																																						0.9578		0.991										62		-0.087289408						61		-1

																																																						2.3961		2.561										63		-0.1109869864						62		-2

																																																						0.4047		0.428										64		-0.1267851151						63		-3

																																																						0.5805		0.608										65		-0.01445002						64		-4

																																																						3.8014		3.631										66		0.0073736429						65		-5

																																																						6.4352		6.309										67		-0.1196315252						66		-4

																																																						0.0001		0										68		-0.8440052768						67		-5

																																																						1.1901		1.131										69		0.3145640307						68		-6

																																																						1.5709		1.527										70		-0.1795509506						69		-5

																																																						1.5055		1.56										71		-1.2375921043						70		-6

																																																						3.7191		3.909										72		0.0480240291						71		-7

																																																						10.3928		10.641										73		0.1201800314						72		-6

																																																						4.1858		3.985										74		-0.2078097028						73		-5

																																																						1.0285		0.994										75		0.0956532877						74		-6

																																																						0.0623		0.08										76		0.3002769316						75		-5

																																																						4.3628		4.762										77		0.1506578858						76		-4

																																																						2.3739		2.291										78		0.4507452059						77		-3

																																																						2.0328		1.973										79		-0.052063683						78		-2

																																																						0.4742		0.489										80		-0.2124885043						79		-3

																																																						0.0001		0										81		-0.1933420843						80		-4

																																																						2.7111		2.744										82		0.0780283055						81		-5

																																																						1.838		1.81										83		-0.0609519563						82		-4

																																																						6.0536		6.215										84		-0.4946388093						83		-5

																																																						8.2225		8.487										85		0.4994551002						84		-6

																																																						0.039		0.065										86		0.9069989293						85		-5

																																																						0.5905		0.731										87		0.2295548455						86		-4

																																																						2.4993		2.639										88		0.4169325957						87		-3

																																																						1.7915		1.735										89		0.2659332881						88		-2

																																																						1.7561		1.756										90		0.2238660212						89		-1

																																																																										90		0
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Identity

Data

Passing & Bablok (I) fit
(-0.03 + 1.00x)

Anshlite US AMH CLIA

Ansh US AMH ELISA

Scatter Plot with Passing & Bablok Fit
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Zero

Residual

Rank (Xi,Yi)

Residual

Residual Plot
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																		v2.25

				Test		Correlation - Spearman

						AMH Method comparison

						Anshlite US AMH CLIA v Ansh US AMH ELISA. rs  ¹  0

				Performed by 		bkalra								Date 		13 June 2012

				n		90

				rs statistic		0.99

				95% CI		0.99		to 0.99		(normal approximation)

				t statistic		71.49

				DF		88

				2-tailed p		<0.0001		(t approximation, corrected for ties)

																																																				Data		0.4799		0.438

																																																						0.2786		0.314

																																																						0.4567		0.372

																																																						0.535		0.434

																																																						0.5096		0.511

																																																						0.6538		0.621

																																																						0.9681		0.595

																																																						0.9525		0.966

																																																						1.3603		1.332

																																																						2.1007		0.864

																																																						1.0554		1.081

																																																						1.7689		1.66

																																																						2.4377		2.159

																																																						2.2984		2.279

																																																						2.1273		1.933

																																																						3.061		2.949

																																																						3.9058		3.931

																																																						4.2661		3.615

																																																						5.1381		3.899

																																																						6.798		6.471

																																																						6.8955		6.755

																																																						3.2319		3.088

																																																						3.0788		3.015

																																																						4.2122		3.989

																																																						3.2002		3.189

																																																						2.0549		2.021

																																																						5.5497		5.67

																																																						5.9958		6.581

																																																						4.2026		4.138

																																																						5.9106		4.113

																																																						6.7388		6.385

																																																						8.4285		7.67

																																																						5.7362		6.11

																																																						7.626		8.849

																																																						6.6524		6.709

																																																						8.1668		8.696

																																																						2.9889		2.08

																																																						2.0699		1.978

																																																						5.3267		5.346

																																																						7.821		8.468

																																																						2.001		1.626

																																																						3.2646		3.211

																																																						3.1645		3.017

																																																						4.1201		3.953

																																																						5.8739		5.53

																																																						2.5669		2.489

																																																						9.3113		9.623

																																																						2.5402		2.795

																																																						4.5002		4.286

																																																						1.7847		1.619

																																																						3.549		3.353

																																																						2.0686		1.873

																																																						0.4153		0.428

																																																						3.0405		2.984

																																																						0.6713		0.845

																																																						3.3338		3.384

																																																						0.2186		0.246

																																																						5.7019		5.787

																																																						4.821		4.521

																																																						0.6707		0.6

																																																						4.2038		4.17

																																																						0.9578		0.991

																																																						2.3961		2.561

																																																						0.4047		0.428

																																																						0.5805		0.608

																																																						3.8014		3.631

																																																						6.4352		6.309

																																																						0.0001		0

																																																						1.1901		1.131

																																																						1.5709		1.527

																																																						1.5055		1.56

																																																						3.7191		3.909

																																																						10.3928		10.641

																																																						4.1858		3.985

																																																						1.0285		0.994

																																																						0.0623		0.08

																																																						4.3628		4.762

																																																						2.3739		2.291

																																																						2.0328		1.973

																																																						0.4742		0.489

																																																						0.0001		0

																																																						2.7111		2.744

																																																						1.838		1.81

																																																						6.0536		6.215

																																																						8.2225		8.487

																																																						0.039		0.065

																																																						0.5905		0.731

																																																						2.4993		2.639

																																																						1.7915		1.735

																																																						1.7561		1.756
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Data

Anshlite US AMH CLIA

Ansh US AMH ELISA

Scatter Plot
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N 90

RS 0.975

2-tailed p | <0.0001

Slope 1.1

Intercept | 0.1
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