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TEAEEE : HE ICU WAL AR SR BRI T
Publictitle : Cross-sectional study of non-hepatic hyperammonemia in ICU of Chineses
SRR IERREEERR © FRE ICU PR AIFFTRIES M ERTE 5
Scientific title : Cross-sectional study of non-hepatic hyperammonemia in ICU of Chineses

RFIRRRCS (D) :
Study subject ID :

EEEIEIERS :
SecondaryID :
FRISEAERRA © B8 HREEA: THE
Applicant : Yao Zhipeng Studyleader : Wang Hongliang
B EAEXRARBIE _ FRAMEALRIE _
Applicant telephone : Study leader's telephone :
FRIETMEBRALE - HRAEALE :
Applicant Fax : Study leader's fax :
FRIEIEAREAR AR TR ¢ HREEABTFHBE

Applicant E-mail :
FRIE UL (B AL ¢

Applicant website (voluntary

supply) :
RIS AR AJE e |
Applicantaddress :

ERIST AR A BPERAS :
Applicant postcode :

EREAFTEEAMT ©

yaozhipeng215@163.com

BRI TANSKIET R XSS 246 S

246 Xuefu Road, Nangang District, Harbin,

Heilongjiang, China

TERIEER A RS — Bk

Study leader's E-mail :
HRFTRE AR (EERGD) ¢
Study leader's website (voluntary
supply) :

AR R BN
Study leader's address :

AT AEPEERG
Study leader's postcode :

icuwanghongliang@163.com

B TERRENRRXETE 246 S

246 Xuefu Road, Nangang District, Harbin, Heilongjiang, China

Applicants institution : The Second Afiiliated Hospital of Harbin Medical University

ETRCEZASHE: B
Approved by ethic committee : Yes

CRERAHETS !
Approved No. of ethic committee : K¥2019-184

HEAARMCEZRSERN | WREEBRAZHNEE _Elk
Name of the ethic committee : The Second Affiliated Hospital of Harbin Medical University
CIEERAHERLE :
Date of approved by ethic 2019/05/23
committee :
CEERRHKRA ¢ BRE

Contact Name of the ethic
committee :

CEZRASBRILL . BERTER/RETRENXS2RE 246 S
Contact Address of the ethic

CEERAANE -
Approved file of Ethical Committee :

Hao Tianjun

246 Xuefu Road, Nangang District, Harbin, Heilongjiang, China

committee :
CIERRERARIE CEEZRERA AR :
Contact phone of the ethic Contact email of the ethic
committee : committee :
MRELERE (AK) 2 WREERASWEE_ER
Primarysponsor : The Second Affiliated Hospital of Harbin Medical University
HRSEERE (EK) Bt © BRTERRENRENXSE 246 S
Primary sponsor's address : 246 Xuefu Road, Nangang District, Harbin, Heilongjiang, China
E=R : HE HEED . BT HXE) :
Country : China Province : Heilongjiang City :

HISEDR( (A EHERERIE)
Secondarysponsor :  B(Ek) : MREENAFHIESE _ERk Bkttt : B TERRET RN XS 246 S

Institution The Second Affiliated Hos pital of 246 Xuefu Road, Nangang District, Harbin,

hospital : Harbin Medical Address : Heilongjiang, China
ZEAIMERE : BE
Source(s) of funding : raise independently
R - ERPRtERmE
Targetdisease : non-hepatic hyperammonemia
T ERRSRAD
Target disease code :
HREE . RTRERR
Studytype : Epidemilogical research
HRFRNE : HE
Study phase : N/A
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Objectives of Study : ncidence and clinical characteristics of non-hepatic hyperammonemia in ICU of Chinese
HFIgIT . AR
Studydesign : Sequential
MNITE T (1) FREERANIERNMEICUNEE ;| (2) F#218E% ; (3) AEMEFaNSTENSBEE.,
Inclusion criteria (1) patients transferred to and directly admitted to ICU during the study period; (2) Aged >=18 years old; (3) all patients meeting the inclusion criteria during the sun
HRRRE . (1) SURFRIB; (2)18MEFE. (3) BRNMEICU; (4) RESHBERBHNEE.
Exclusion criteria : (1) acute liver failure; (2) chronic liver disease; (3) re-admission to ICU; (4) patients without informed consent.
. df?;?iﬁfﬁjg - MFrom2019/1/012To 2020/06/30
VN THE HAE: 1330
TR - Group : Case series Sample size :
nierventons - Fipgie: % FIRAEEAS :
Intervention : R54H Intervention code :
B : E HEED : BT MmXE): AT
Country : China Province : Heilongjiang City : Mudanjiang
BAN(ER) : HFHTEFRASEER BURF . =RAE
TS Hongat ouptial 0 ifon s TerianyAhospial
B : PE| HEED) : BT BXE): KT
Country : China Province :  Heilongjiang City : Jiamusi
BAI(ER) - EARTAEMESE —ER BB . ZRPE
IS Samu Oersty . neiifon s TerianyAhospial
Ex : hE HEED) : BRI mEXE): KK
Country : China Province : Heilongjiang City : Daqing
BU(ERR) . AKHERER BURE . =REAE
L”fsﬁg,lﬁi?r;‘ Daqing Oilfield General Hospital hiﬁhlt)ifotr?? Tertiary A hospital
B : E HEED : BT MmXE): IERE
Country : China Province : Heilongjiang City : Harbin
B(ER) : RREERAZHNBRENER  BUR5: =5KFE
O MarmecialUnasty | reiion T Aspia
B : PE| HEED) : BT BXE): KT
Country : China Province :  Heilongjiang City : Jiamusi
B(ER) . ERETROER BB . ZRPE
Lnossﬂélﬁg?r:' Jiamusi Central Hospital :_rzﬁlu%tr?e Tertiary A hospital
B : E HEED : Rl MmXE): IERE
TEISCHEA - Country : China Province : Heilongjiang City : Harbin
e e Stingo . SAIER) . BATEERMESE SR =REE
e N e et Hosplial Lovel ol Tertiary Anospital
B : PE| HEED) : BT MEXE): IBRE
Country : China Province :  Heilongjiang City : Harbin
BA(ER) . RETEREER BB . ZRPE
o Heilongjiang Provincial
anfstl;t)lflttell?rzl Agricgltural Reclamation :_rg/tﬁlu(t)lgtr?e Tertiary Ahospital
Hospital
Bz : E HEED : Rl mEXE): KK
Country : China Province : Heilongjiang City : Daqing
BA(ERT) . KKIERIER: BURG . =RAE
L”;stigijg?r:‘ Daging Longnan Hospital :ﬁiﬁ:ﬁ;ﬁ? Tertiary Ahospital
ER : HFiE HEED) : BRI m(EXE): HAT
Country : China Province : Heilongjiang City : Mudanjiang
BA(ERT) : HFHIHE—ER BURE . =REAE
an?sﬂ;t)lijttzia(ljr:] Mudanjiang Second Hospital :_rfs\ﬁluggt:? Tertiary Ahospital
B : PE| HEED) : BT MEXE): IBRE
Country : China Province :  Heilongjiang City : Harbin
BA(ER) :  MRRETS—ER BB . ZRPE
(ST vabnrsivossin LIS TonanyAnosia
Bz : E HEED : Rl mEXE): KK
Country : China Province : Heilongjiang City : Daqing
BAI(ERT) : KRARER BURG . =RAE
L”;stigijg?r:‘ Daging People's Hospital :ﬁiﬁ:ﬁ;ﬁ? Tertiary Ahospital
OUEIER gy
Outcome : blood ammonia
MERES MWEFE
Measure time
Bt meinod
IBRE . AR
Qutcome : lactate
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MEBASIE)A : MET5E -
Measure time
point of mee?ﬁé‘ée-
outcome : .
PRI 0 IEE
Outcome : blood glucose
MEBAIE)A : MET5E
Measure time
point of mi?ﬁgée.
outcome : .
$EPRPNE 0 BET
Outcome : creatinine
MEASE) METFE -
Measure time
point of Mi?ﬁgée-
outcome : .
BiRRNE . RR
Outcome : BUN
MEASER METFE
Measure time
point of m%?ﬁ3ée~
outcome : .
BirRE . BER
Outcome : albumin
M EEES METFE
Measure time
point of mz?ﬁ35e~
outcome : .
IR m#& B
SR AMRARA Sample Name : blood Tissue :
o pameinins) | AR (EBER 598
Fate of sample : Destruction after use Note :
, o N = - B/\Minage 18 % years
MEFFERIER . EAEHT REE ¢ *
Recruiting status : Recruiting Participant age : BK Maxage S years
M5 Binygey Gender : Both
BETsiE (BRBEREARRATSE N
bR ) | ey

Randomization Procedure (please
state who generates the random

number sequence and by what Random grouping is not required

method) :
% NA
Blinding : N/A

EAATHARSERENSITHER
Calculated Results ater the Study | AFF/Public Y | 35Echange
Completed public access :
HERHIGTERERISITHER .
Statistical results after completion of Ef&Upload : ‘ prin=3vg ol Svim e Ea EIpva Y

the test file upload :

UTN(2BKIE—IREIRD)

The mﬁ%ﬁfﬁfﬁ HIE5TRE6- N B A FF/Within six months after the trial complete
HEFRIAHIRRST (588 © BEA
AFREEYEAERFS , WREM
EFE , BEZMETFEERIN
Hk)

RIS

The way of sharing IPD”(include

metadata and protocol, If use web- CRF
based public database, please
provide the url) :

EESREFIEIE (88 - BUEREMN

EEHFEDERN , —HIFEHIERE
(Case Record Form, CRF) , Z/gfg

NESEOE—FOTERERPIREE L , FONSEE \NER LR SBERENSHIRT—H ; HRPASEE0NL , NEEE02 S HIERAIRSR
RN REOTR L  HEHOUREEAINIRG, PIAE. WErE | TEROIREE TN , REHRIEN , MSTCRBRENE | FHEESS
et Frosonio oo e EMITXESCISRAIMEFANAABECHERARIIT , BURRAERSHIFEE. MREMSIORDER , RERSRARELGEY. S
Cantore EOC) . sies oy 5o RHESHBPIREE CEFIHIBEMUBATRSHRARCE, JL. #h, NS  TBFSEIEH B ORLRERNRR, SRR
e miene, - EHTEIBRA, —EHIEESE  RONESEONSTEBNEY, RERLERMRTSE , RIERECCP AN , MRS MRS FULE,

The unique encoding of the enrolled patients should be recorded on the case report form and included with the enrolled patients; On the table into the group of pat
numbers consistent with each other; for the protection of patients privacy, the patient's name should not appear in the case report form or any other applicant shall

the test file; fill in the case report form should be timely, legible, complete content and is generally not the case report form; if there is an error should be altered, m«
should be recorded by the line element and sign off, in the modification of signature and date. Patients should be included in the original case as far as possible it
then fill in the case report form with the original data. In order to ensure the authenticity and accuracy of the test data, the inspectors checked the original data. The

filled out the case report should sign on the completed case report and indicate the date to confirm that the information is complete, true and accurate. If necessan
principal will sign and mark the date to ensure the quality of the data. The case report form was checked by the clinical quality control staff, and then the data was ir
the database is locked, the contents of the case report form should not be modified. The researcher should keep the data intact, according to the GCP principle of
material should be stored for more than 5 years.

Data collection and Management (A
standard data collection and

management system include a CRF
and an electronic data capture :

HIREERRS
Data Managemen C?omﬁi)‘r?ee : Bes EATENot yet
AR BEFARERREREER
(ZEER. B, B, I, B8 8k
wgik ) z

Publication information of the
protocol/research results report
(name of the journal, volume, issue,
pages, time; or website): 2 {&Hupdate

ERRA
Name of Registration : 2019110116

HERE 4
Project Origin : A
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