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【=安全性评价=】=

探讨检验危急值在严重药品不良反应监测中的应用=

陈崇泽 

福州市长乐区医院=药剂科，福建=长乐= = PRMOMM=

摘  要：目的  探讨检验危急值在严重药品不良反应（pAao）监测中的应用价值。方法  回顾性分析 OMNS年 N月—OMNT年 S
月我院收集到的基于检验危急值及传统监测模式的 pAao报告表，对两种监测模式从患者性别与年龄、不良反应特点、科室分

布及潜伏期、因果关系及转归方面，分别进行归类整理并进行统计分析。结果  福州市长乐区医院共收集 pAao= PVR 例，SR
岁以上年龄段的患者引起 pAao最多，占 RQKQQB；基于检验危急值的有 ORN例，占 SPKRQB，与传统监测模式比较差异显著（m
＜MKMN）；科室分布方面，居前 P位的科室分别为消化内科、内分泌科、神经内科，两种监测模式无显著差异；检验危急值监测

模式居前 P位的不良反应分别为肝功能异常、低血糖、肾功能损害，传统监测模式居前 P位的分别为胃肠系统损害、全身性损

害、代谢和营养障碍，二者互为补充；潜伏期评价中，最短的为 P= mán，最长的为 T年；关联性评价中，“很可能”QS例，占

NNKSRB，“可能”PQV例，占 UUKPRB；转归情况方面，痊愈 TQ份，占 NUKTPB，好转 OUP份，占 TNKSRB。结论  本研究为药品

安全性信息的更新及补充提供重要数据，检验危急值在 pAao监测工作中具有重要意义，可有效提高监测工作效率和能力。=
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药品不良反应（Adverëe=drug=re~cíáon，Aao）
监测是药物安全性监测的主要和重要组成部分，尤

其是严重药品不良反应（ëeráouë=Aao，pAao）监

测，其报告比例通常被认为是衡量总体报告质量和

可利用性的一项重要指标xNz，受到广泛关注xOJQz。=
iundbergíxRz于 NVTO 年最早提出危急值的报告

制度，将危急值定义为提示患者的生命处于危险状

态的实验结果，此时应立即采取适宜的治疗抢救措

施。检验危急值，就是当这种异常检验结果出现时，

说明患者可能正处于有生命危险的边缘状态。此时

如能给予及时、有效的治疗，患者生命可以得到挽

救或有效的改善。导致检验危急值出现的原因包括

原患疾病引起、药物不良反应引起等，由于检验危

急值出现大多与原患疾病有关，与药物相关的研究

很少xSz。本文就 OMNS年 N月福州市长乐区医院实施

检验危急值在 pAao监测中的应用效果进行分析，

旨在探讨其重要性。=
N= =资料与方法=
NKN= =资料来源=

OMNS年 N月 N日—OMNT年 S月 PM日福州市长

乐区医院共收集上报的 pAao报表 PVR份，传统监

测模式收集到 NQQ例，占 PSKQSB；基于检验危急值

的有 ORN例，占 SPKRQB；上述报告均按国家药品不

良反应监测中心的要求，填写 Aao 报告表，并通

过网络呈报国家药品不良反应监测中心。=
NKO= =方法=

采用传统监测模式xTz与基于检验危急值（图 N）
的 pAao两种监测模式；对两种监测模式从患者性=

=
=
=
=
=
=
=
=
=
=
=
=
=

图 N= =基于检验危急值的 pAao监测模式=
cigK=N= = pAao=monitoring=model=based=on=critical=value=

别与年龄、不良反应特点、科室分布及潜伏期、因

果关系及转归方面，分别进行归类整理并进行统计

分析。=
检验危急值项目：在医院临床危急值报告制度

基础上，制定出检验危急值项目，分别是血清钾、

钠、氯、钙、血糖、尿素氮、肌酐、谷丙转氨酶、

血红蛋白、白细胞、血小板、凝血酶原时间等检验

项目。=
根据《药品不良反应报告和监测管理办法》xUz，

pAao是指因使用药品引起以下损害情形之一的反

应：（N）导致死亡；（O）危及生命；（P）致癌、致

畸、致出生缺陷；（Q）导致显著的或者永久的人体

伤残或者器官功能的损伤；（R）导致住院或者住院

时间延长；（S）导致其他重要医学事件，如不进行

治疗可能出现上述所列情况的。=
NKP= =统计学处理=

采用 pí~í~= NOKM 统计软件进行数据录入及统计

分析，计量资料以 x s± 表示，两组间比较采用 t
检验。计数资料组间比较采用 χO检验，当 n＜QM时，

使用 cáëher精确检验。=
O= =结果=
OKN= =两种监测模式对比=

如表 N所示，调查结果显示，随访观察 NU个=

表 N= =两种 pAao监测模式对比=
qable=N= = Comparison=of=two=pAao=monitoring=models=

时间L年K月= 传统监测模式L例=
检验危急值监=
测模式L例=

OMNSKN= = = = = = = = = = = R= = = = = = = = = = = = = = = = = S=
OMNSKO= = = = = = = = = = = O= = = = = = = = = = = = = = = = = T=
OMNSKP= = = = = = = = = = = T= = = = = = = = = = = = = = = = NQ=
OMNSKQ= = = = = = = = = = = U= = = = = = = = = = = = = = = = = S=
OMNSKR= = = = = = = = = = = N= = = = = = = = = = = = = = = = = T=
OMNSKS= = = = = = = = = = = S= = = = = = = = = = = = = = = = NT=
OMNSKT= = = = = = = = = = = S= = = = = = = = = = = = = = = = NN=
OMNSKU= = = = = = = = = = = P= = = = = = = = = = = = = = = = = V=
OMNSKV= = = = = = = = = = = O= = = = = = = = = = = = = = = = NR=
OMNSKNM= = = = = = = = = NN= = = = = = = = = = = = = = = = NR=
OMNSKNN= = = = = = = = = NN= = = = = = = = = = = = = = = = NQ=
OMNSKNO= = = = = = = = = NT= = = = = = = = = = = = = = = = NS=
OMNTKN= = = = = = = = = = NM= = = = = = = = = = = = = = = = NN=
OMNTKO= = = = = = = = = = NN= = = = = = = = = = = = = = = = NT=
OMNTKP= = = = = = = = = = = V= = = = = = = = = = = = = = = = OU=
OMNTKQ= = = = = = = = = = = T= = = = = = = = = = = = = = = = OR=
OMNTKR= = = = = = = = = = NT= = = = = = = = = = = = = = = = NO=
OMNTKS= = = = = = = = = = = V= = = = = = = = = = = = = = = = ON=
合计= = = = = = = = = = = NQQ= = = = = = = = = = = = = = = ORNGG=

与传统监测模式比较：GGm＜MKMN=
GGm Y=MKMN=vs=ír~dáíáon~l=monáíoráng=model=

基于医院信息系统下获取住院患者检验危急值，结合电子

病历（既往用药史）及药物治疗情况，进行初步筛选=

跟该患者的主治医师一起对危急值进行讨论及分析，并询

问患者或家属，怀疑用药所致，有关联性，及时记录相关

药品使用信息=

及时跟踪主治医师对危急值处理情况=

危急值解除后并加以随访，对符合国家 Aao上报要求的病

例，真实、完整、准确的填写国家 Aao报告表=

上报国家 Aao监测系统=
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月时，检验危急值监测模式收集到 ORN例，明显

高于传统监测模式收集到 NQQ 例（NKTQ∶N），差

异有统计学意义（m＜MKMN）。说明检验危急值监

测模式在不良反应监测工作中具有重要的应用

价值。=
OKO= =患者年龄与性别分布=

PVR例 pAao患者中，男性 ONV例（占 RRKQQB），

女性占 NTS例（占 QQKRSB），年龄最小 Q岁，最大

VU岁。在 NR～QQ岁年龄段中，传统监测模式 NP例，

危急值监测模式 NT例，相比较为 MKTS∶N；在 QR～
SR 岁年龄段中，传统监测模式 QU 例，危急值监测

模式 VV例，相比较为 MKQU∶N；在＞SR岁年龄段中，

传统监测模式 UP 例，危急值监测模式 NPO 例，相

比较为 MKSP∶N；见表 O。=

表 O= =患者性别与年龄分布=
qable=O= = dender=and=age=distribution=in=patients=

组别= 传统监测模式（男L女）=检验危急值监测模式（男L女）= 传统监测模式LB= 检验危急值监测模式LB= 合计LB=
N～Q岁= = = = = = = = = = = = MLM= = = = = = = = = = = = = = = = = NLM= = = = = = = = = = = = = = = = = = = = = = = = = M= = = = = = = = = = = = = = = = MKOR= = = = = = = = = = = = = MKOR=
R～NQ岁= = = = = = = = = = = MLM= = = = = = = = = = = = = = = = = NLN= = = = = = = = = = = = = = = = = = = = = = = = M= = = = = = = = = = = = = = = = MKRM= = = = = = = = = = = = = MKRM=
NR～QQ岁= = = = = = = = = = = SLT= = = = = = = = = = = = = = = = NNLS= = = = = = = = = = = = = = = = = = = = = = = = = PKOV= = = = = = = = = = = = = = QKPM= = = = = = = = = = = = = = TKRV=
QR～SR岁= = = = = = = = = = PQLNQ= = = = = = = = = = = = = = = QTLRO= = = = = = = = = = = = = = = = = = = = = = = NOKNR= = = = = = = = = = = = ORKMS= = = = = = = = = = = = PTKON=
＞SR岁= = = = = = = = = = = = RSLOT= = = = = = = = = = = = = = = SPLSV= = = = = = = = = = = = = = = = = = = = = = = ONKMO= = = = = = = = = = = = PPKQO= = = = = = = = = = = = RQKQQ=
合计= = = = = = = = = = = = = = VSLQU= = = = = = = = = = = = = = NOPLNOU= = = = = = = = = = = = = = = = = = = = = = PSKQR= = = = = = = = = = = = SPKRR= = = = = = = = = = = = VVKVV=

OKP= = pAao病例在各科室中分布情况=
在本组资料中，pAao 的科室分布方面，居前

P 位的分别为消化内科 UM例（OMKPTB）、内分泌科

SR例（NSKQSB）、神经内科 PR例（NPKNSB），且两

种监测模式在各科室分布中无显著差异。见表 P。=
OKQ= = pAao的特点分析=

在本组资料中，检验危急值监测模式居前 P位
的分别为肝功能异常 TT 例（NVKQVB）、低血糖 QP
例（NMKUVB）、肾功能损害 PR例（UKUSB），见表 Q；
传统监测模式居前 P 位的分别为胃肠系统损害 SP

例（NRKVRB）、全身性损害 OM例（RKMSB）、代谢和

营养障碍 NO例（PKMQB），见表 R。=
OKR= = pAao的潜伏期、因果关系及转归=

本组资料的检验危急值监测模式 pAao 的潜伏

期最短的为 PM=mán，最长的为 T年，中位时间为 NN=d。
不同类型的不良反应发生的时间不同，如以低血糖

（昏迷）为代表的全身性损害，通常发生在用药后 N=
h内，快则 NM=mán以内；以肝、肾损害时间较长，

通常在用药后数日至数年后发生；而传统监测模式

pAao的潜伏期最短的为 P=mán，最长的为 O年，中=

表 P= = pAao病例在各科室中分布情况=
qable=P= = aistribution=of=cases=of=severe=adverse=drug=reactions=in=various=departments=

临床科室= 传统监测模式L例= 占比LB= 检验危急值监测模式L例= 占比LB= 总例数= 占比LB=
消化内科= = = = = = = = = QR= = = = = = = = = NNKRN= = = = = = = = = = = = = PR= = = = = = = = = = = = = = = UKUS= = = = = = = = = UM= = = = = = = = = = = = OMKPT=
心血管科= = = = = = = = = NV= = = = = = = = = = QKUN= = = = = = = = = = = = = QS= = = = = = = = = = = = = = NNKSR= = = = = = = = = SR= = = = = = = = = = = = NSKQS=
神经内科= = = = = = = = = OS= = = = = = = = = = SKRU= = = = = = = = = = = = = OS= = = = = = = = = = = = = = = SKRU= = = = = = = = = RO= = = = = = = = = = = = NPKNS=
内分泌科= = = = = = = = = = U= = = = = = = = = = OKMP= = = = = = = = = = = = = QN= = = = = = = = = = = = = = NMKPU= = = = = = = = = QV= = = = = = = = = = = = NOKQN=
呼吸科= = = = = = = = = = = NV= = = = = = = = = = QKUN= = = = = = = = = = = = = NT= = = = = = = = = = = = = = = QKPM= = = = = = = = = PS= = = = = = = = = = = = = VKNN=
神经外科= = = = = = = = = = Q= = = = = = = = = = NKMN= = = = = = = = = = = = = OV= = = = = = = = = = = = = = = TKPQ= = = = = = = = = PP= = = = = = = = = = = = = UKPR=
普通内科= = = = = = = = = = V= = = = = = = = = = OKOU= = = = = = = = = = = = = NO= = = = = = = = = = = = = = = PKMQ= = = = = = = = = ON= = = = = = = = = = = = = RKPO=
普外科= = = = = = = = = = = = O= = = = = = = = = = MKRN= = = = = = = = = = = = = NU= = = = = = = = = = = = = = = QKRS= = = = = = = = = OM= = = = = = = = = = = = = RKMT=
传染科= = = = = = = = = = = = O= = = = = = = = = = MKRN= = = = = = = = = = = = = NR= = = = = = = = = = = = = = = PKUM= = = = = = = = = NT= = = = = = = = = = = = = QKPN=
骨科= = = = = = = = = = = = = = Q= = = = = = = = = = NKMN= = = = = = = = = = = = = = R= = = = = = = = = = = = = = = NKOT= = = = = = = = = = V= = = = = = = = = = = = = OKOU=
妇科= = = = = = = = = = = = = = O= = = = = = = = = = MKRN= = = = = = = = = = = = = = O= = = = = = = = = = = = = = = MKRN= = = = = = = = = = Q= = = = = = = = = = = = = NKMO=
儿科= = = = = = = = = = = = = = M= = = = = = = = = = M= = = = = = = = = = = = = = = = = P= = = = = = = = = = = = = = = MKTS= = = = = = = = = = = P= = = = = = = = = = = = = MKTS=
胸外科= = = = = = = = = = = = M= = = = = = = = = = M= = = = = = = = = = = = = = = = = O= = = = = = = = = = = = = = = MKRN= = = = = = = = = = = O= = = = = = = = = = = = = MKRN=
急诊科= = = = = = = = = = = = O= = = = = = = = = = MKRN= = = = = = = = = = = = = = M= = = = = = = = = = = = = = = M= = = = = = = = = = = = = = O= = = = = = = = = = = = = MKRN=
耳鼻咽喉科= = = = = = = = N= = = = = = = = = = MKOR= = = = = = = = = = = = = = M= = = = = = = = = = = = = = = M= = = = = = = = = = = = = = N= = = = = = = = = = = = = MKOR=
麻醉科= = = = = = = = = = = = N= = = = = = = = = = MKOR= = = = = = = = = = = = = = M= = = = = = = = = = = = = = = M= = = = = = = = = = = = = = N= = = = = = = = = = = = = MKOR=
=
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表 Q= =传统监测模式 pAao的特点分析=
qable=Q= = Analysis=of=characteristics=of=pAao=of=traditional=monitoring=model=

不良反应表现= 例数= 怀疑药品（例数）=

肝功能异常= = = = = = = = = = = = = = TT= = =乙胺吡嗪利福异烟片ff（T）、头孢曲松钠他唑巴坦钠（T）、埃索美拉唑（R）、=

（肝损伤、肝酶升高）= = = = = = = = = = = =氨酚羟考酮（R）、阿托伐他汀（Q）、尼群地平（Q）、瑞格列奈（P）、缬沙坦氢氯噻

嗪片（P）、替莫唑胺（O）、氟伐他汀（O）、缬沙坦（O）、依达拉奉（O）、氟康唑（O）、

阿米卡星（O）、头孢哌酮钠舒巴坦钠（O）、雷贝拉唑（O）、甲氨蝶呤、氨酚曲马多、

洛索洛芬、阿司匹林、利福平、奥美拉唑、头孢曲松、莫西沙星、甘油氯化钠、泮托拉

唑、恩替卡韦、氟比洛芬、瑞舒伐他汀、吡嗪酰胺、二甲双胍、甲巯咪唑、碘海醇、非

诺贝特、雷尼替丁、氨氯地平、丙戊酸钠、环磷酰胺=

低血糖（低血糖昏迷）= = = = QP= = =格列齐特（V）、门冬胰岛素（T）、二甲双胍（R）、格列吡嗪（Q）、格列美脲（P）、瑞

格列奈（O）、中性胰岛素（P）、阿卡波糖（O）、谷红注射液、拉氧头孢、精蛋白重组

人胰岛素、甘精胰岛素、吡格列酮、赖脯胰岛素、复方地巴唑氢氯噻嗪胶囊、莫西沙星=

肾功能损害= = = = = = = = = = = = = = PR= = =瑞舒伐他汀（S）、呋塞米（Q）、甘露醇（P）、托拉塞米（P）、奥美拉唑（O）、氨基己

酸（O）、贝那普利（O）、依替米星、美洛昔康、氧氟沙星、布洛芬、格列美脲、二甲

双胍、阿司匹林、顺铂、拉氧头孢、头孢哌酮钠L他唑巴坦钠、阿托伐他汀、氨氯地平、

非诺贝特=

粒细胞减少= = = = = = = = = = = = = = OV= = =泮托拉唑（R）、多西他赛（P）、奥沙利铂（P）、奥美拉唑（O）、头孢曲松钠（O）、=

（骨髓抑制）= = = = = = = = = = = = = = = = = = = =头孢噻肟（O）、莫西沙星（O）、甲巯咪唑（O）、表柔比星、安痛定注射液、乙胺丁醇、

顺铂、布洛芬、洛铂、拉氧头孢、雷贝拉唑=

凝血障碍= = = = = = = = = = = = = = = = OR= = = =华法林（NO）、头孢哌酮钠舒巴坦钠（V）、达比加群（O）、拉氧头孢、氢氯吡格雷=

低血钾= = = = = = = = = = = = = = = = = = NM= = = =呋塞米（O）、兰索拉唑、氨茶碱、贝那普利氢氯噻嗪片、吲达帕胺、复方甘草酸苷片、

胺碘酮、左氨氯地平、精蛋白锌重组赖脯胰岛素混合注射液=

血小板减少= = = = = = = = = = = = = = = U= = = =头孢哌酮钠舒巴坦钠（O）、头孢克肟、奥美拉唑、埃索美拉唑、利奈唑胺、低分子肝素、

氢氯吡格雷=

高血钾= = = = = = = = = = = = = = = = = = = Q= = = =螺内酯P、坎地沙坦=

血糖升高= = = = = = = = = = = = = = = = = Q= = = =地塞米松、肠内营养混悬液、甲泼尼龙、卡培他滨=

贫血= = = = = = = = = = = = = = = = = = = = = O= = = =泮托拉唑、头孢哌酮钠他唑巴坦钠=

黄疸= = = = = = = = = = = = = = = = = = = = = O= = = =头孢曲松钠他唑巴坦钠、莫西沙星=

低钠血症= = = = = = = = = = = = = = = = = O= = = =吲达帕胺、氢氯噻嗪=

高钠血症= = = = = = = = = = = = = = = = = N= = = =甲泼尼龙=

心肌酶升高= = = = = = = = = = = = = = = N= = = =瑞舒伐他汀=

甲状腺功能减退= = = = = = = = = = = N= = = =甲巯咪唑=

代谢性酸中毒= = = = = = = = = = = = = N= = = =奥美拉唑=

血乳酸增高= = = = = = = = = = = = = = = N= = = =莫西沙星=

乳酸性酸中毒= = = = = = = = = = = = = N= = = =苯乙双胍=

高钙血症= = = = = = = = = = = = = = = = = N= = = =尿毒清颗粒=

乙肝病毒akA增加= = = = = = = = = N= = = =表柔比星=

肾小管性酸中毒= = = = = = = = = = = N= = = =阿德福韦酯=

弥漫性血管内凝血= = = = = = = = = N= = = =美罗培南=

=
位时间为 P= d。不同类型的不良反应发生的时间不

同，如以休克为代表的全身性损害，通常发生在用

药后数分钟内；以上消化道出血时间较长，通常在

用药后数日致数年后发生。=
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表 R= =检验危急值监测模式 pAao的特点分析=
qable=R= = Analysis=of=characteristics=of=pAao=of=critical=value=monitoring=model=

累及系统J器官损害= 例数= 怀疑药品（例数）=

胃肠系统损害：上消化道出血、剧吐、

胃溃疡出血、腹泻、呕血、黑便、十

二指肠溃疡出血、便秘=

SP= 阿司匹林（NR）、氢氯吡格雷（U）、华法林（S）、阿咖酚散（R）、双

氯芬酸钠（P）、布洛芬（P）、去痛片（O）、恩替卡韦（O）、氯芬

待因、胆石利通片、拉米夫定、风湿定胶囊、二甲双胍、氨酚羟考酮、

复方地巴唑氢氯噻嗪胶囊、感冒灵冲剂、吡罗昔康、帕罗西汀、达比

加群、磷酸铝凝胶、阿托伐他汀、前列地尔、复方利血平氨苯蝶啶片、

腰腿痛丸、氯芬黄敏片、泼尼松片、多巴丝肼=

全身性损害：过敏性休克、晕厥、鼻出

血、血压降低、双硫仑样反应、胸痛、

血压升高、高热、喉水肿、痔疮出血、

瘀斑、手术部位出血=

OM= 尤瑞克林（P）、头孢硫脒、硝苯地平、呋麻滴鼻剂、注射用丹参酚酸盐、

缬沙坦、氨氯地平、唑来膦酸、沙丁胺醇、头孢拉定、双嘧达莫、泼

尼松片、替格瑞洛、丹参注射液、乙胺吡嗪福异烟片 ff、头孢哌酮钠L

他唑巴坦钠、左氧氟沙星、低分子量肝素、=

代谢和营养障碍：痛风发作、血糖升高、

低血糖=

NO= 莫西沙星（Q）、左氧氟沙星（O）、呋塞米、地塞米松、甲泼尼龙、卡

培他滨、奥美拉唑、布美他尼=

中枢及外周神经系统损害：=

癫痫、昏迷、头痛=、躁动不安、精

神异常、抽搐、椎体外系反应=

NN= 亚胺培南L西司他汀（O）、艾司唑仑、头孢噻肟、氨酚羟考酮、甲泼尼龙、

阿司匹林、左氧氟沙星、环丙沙星、甲氧氯普胺、氟桂利嗪=

心外血管损害：浅表血栓性静脉炎、脑

出血、下肢水肿=

NN= 阿司匹林（P）、氢氯吡格雷（O）、尤瑞克林（O）、华法林、左氧氟沙

星、美托洛尔、复方利血平氨苯蝶啶片=

皮肤及其附件损害：=

瘙痒性皮疹、不自主运动、皮疹、湿

疹、水疱疹、剥脱性皮炎、皮肤潮红=

NM= 对乙酰氨基酚、多巴丝肼、肺力咳合剂、柴胡注射液、益心舒胶囊、小

牛血蛋白提取物注射液、拉氧头孢、头孢噻肟、阿莫西林、莫西沙星=

心率及心律紊乱：心动过缓、nq 间期

延长=

R= 莫西沙星（Q）、胺碘酮=

呼吸系统损害：呼吸困难、呼吸急促= Q= 谷红注射液、洛索洛芬、莫西沙星、还原型谷胱甘肽=

肝胆系统损害：肝酶升高、肝功能异常= P= 依达拉奉、尼群地平、阿司匹林=

男性生殖系统损害：乳腺发育、勃起功

能障碍=

O= 螺内酯、比索洛尔=

用药部位损害：注射部位溃疡形成= N= 维生素 hN=

肌肉骨骼系统损害：关节炎加重= N= 莫西沙星=

视觉损害：青光眼= N= 吸入用异丙托溴铵溶液=

=
对 pAao监测进行关联性评价，其中检验危急值监

测模式“很可能”PN 例，占 TKURB；“可能”OOM
例，占 RRKTMB。转归情况方面，痊愈 PV份，占 VKUTB；

好转 NUP份，占 QSKPPB；未好转 OO份，占 RKRTB；
不详 T 份，占 NKTTB；OOO 例痊愈及好转者的转归

时间最短 NM=mán，最长 OS=d；中位时间为 T=d。传

统监测模式 pAao进行关联性评价，其中“很可能”

NR 例，占 PKUMB；“可能”NOV 例，占 POKSSB。转

归情况方面，痊愈 PR份，占 UKUSB；好转 NMM份，

占 ORKPNB；未好转 S份，占 NKROB；不详 P份，占

MKTSB；OOO例痊愈及好转者的转归时间最短 R=mán，
最长 NR=d；中位时间为 Q=d。=
P= =讨论=

我国现阶段 Aao 监测方法还比较单一，仍是

以 Aao的自发报告（即被动监测）为主xVJNMz。pAao
报告质量不高和漏报率高是目前医疗机构药品不

良反应监测中的主要问题。严重报告比是国际通行

的衡量不良反应数据库质量的重要指标：一般而

言，发达国家严重的报告比例占总报告数的 PMB以

上；我国 OMNR年这一比值为 SKNB，与国际水平有
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一定的差距xNz。=
本次回顾性分析共收集到的 pAao 病例 PVR

份，检验危急值监测模式收集到 ORN例，明显高于

传统监测模式收集到的 NQQ例，差异有统计学意义，

说明检验危急值监测模式在不良反应监测工作中

具有重要应用价值。通过检验危急值监测模式，提

高了 pAao主动监测的效率。对检验危急值相关指

标的连续跟踪和实时监控有助于预测潜在 pAao，
提醒临床医师采取相应措施，避免实质性损伤的发

生，即提前暴露 pAao，实现 pAao的预警功能。=
在本组资料中，男女比例为 NKOQ∶ N，年龄 Q～

VU 岁；SR 岁以上年龄段的患者引起 pAao 最多，

占 RQKQQB。老年患者因自身存在代谢减慢，合并较

多基础疾病，药物容易在体内发生蓄积，增加 pAao
发生的风险。=

在本组资料中，从上报科室分布方面，居前 P
位的分别为消化内科、内分泌科、神经内科，说明

上述科室对 pAao 关注程度较高，且易于发现

pAao。从 pAao特点分析方面，检验危急值监测

模式居前 P位的分别为肝功能异常、低血糖、肾功

能损害；传统监测模式居前 P位的分别为胃肠系统

损害、全身性损害、代谢和营养障碍，可见两种模

式在不良反应特点方面有明显不同，且互为补充。

从潜伏期、因果关系及转归方面分析，伏期最短的

为 P=mán，最长的为 T年，关联性评价中“很可能”

QS例，占 NNKSRB；“可能”PQV例，占 UUKPRB。转

归情况方面，痊愈 TQ份，占 NUKTPB；好转 OUP份，

占 TNKSRB；未好转 OU份，占 TKMVB；不详 NM份，

占 OKRPB。因此，从本组资料中能够进一步了解药

品的临床使用和不良反应发生情况，对研究其不良

反应的发生特征、严重程度、发生率等，为药品安

全性信息的更新及补充提供重要数据。=
本研究不足之处在于：①检验危急值监测范围

较窄，并不能全面反映整个临床危急值，如何对所

有临床危急值进行监测，将是我们下一步工作的重

点；②本监测模式系主动预警与人工筛查相结合，

较为粗略，受主观因素影响大xNNz，实际筛查病例数

量远少于剔除样本数量，造成分析实际筛查病例的

结果未能真实的反应全部抽取病例的实际情况。=
本研究是基于检验危急值在医院药品不良反

应监测中的应用的一种尝试，为药品安全性信息的

更新及补充提供重要数据，表明检验危急值在

pAao监测工作中具有重要意义，可有效提高监测

工作效率和能力。由于选择医院的局限，病例纳入

的选择也有一定的局限性，因此对于危急值在

pAao工作中更全面和深入的应用，还有待于今后

进一步提高危急值管理效率及质量。=
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