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Health Outcomes of Interest

LT

=I::I:Iealth Outcome Algorithm Inventory -

“teaa,

Details Contributors

Date Posted: Monday, May 23, 2016
Status: COMPLETE

Health Outcome(s):

Achilles tendon rupture (ATR)  Bell's palsy  Guillain-Barré syndrome  Henoch Schénlein purpura (HSP)

acute intracranial hemorrhage  acute ischemic stroke  acute pancreatitis  acute respiratory failure

acute stroke (ischemic or hemorrhagic)  agranulocytosis  aplastic anemia  asthma exacerbation  attempted suicide

erythema multiforme major  febrile seizure  gastrointestinal (GI) bleed  hip fracture  hypertensive emergency

idiopathic thrombocytopenic purpura  inflammatory bowel disease (IBD)  juvenile id arthritis atr

peripheral pathy  pi delivery

[ y fibrosis  pulmonary hypertension  rhabdomyolysis  sepsis
severe acute liver injury (SALI)  spontanecus abortion (SAB)  stillbirth  sudden cardiac death

sudden or rapidly-pregressing hearing loss  suicide ic lupus ery (SLE) th bocytop

thrombotic thrombocytopenic purpura  toxic epidermal necrolysis  tuberculosis (TB)  type 1 diabetes mellitus
venous thromboembolism (VTE)

Study Type: Literature Reviews

Source :Sentinel HP  (Health Outcome Algorithm Inventory | Sentinel Initiative)

=|QVIA


https://www.sentinelinitiative.org/methods-data-tools/health-outcomes-interest/health-outcome-algorithm-inventory

A Y 4

E

(BHFEED)

IOE/INFEI T, PIRGLFIZGZ S DENH—EESH TS,
#9158 H /£ /Study characteristics_//Algorithm performance_ /64L& 4L TLV A,

il B G 1] E F €] H 1 J K Ik M H a B o
I Algorithm performance Study characteristics ]
Article 1st Author/ Exp  ~ Datas *
2 |PUBMEL ” | Expel name |~ Year |7 HOI Algorithm b Nl PPV | sE 7| NP 7| SPECT |OtherFindi 7 | Counti | date Data Source & Expert opi
Canadian, One Sesttle hospitsls, Regenstrief One
study used the exact algorithm. This was the largest
ofthe 4 studies (Williams et al, n=A71) used 434 and
436 first position with very high PP but unclear
outcome confirmation criteria.
From Williamz et al - “Data were obtained from the
RegenstriefMedical Record System (RMRS) an
slectronic medical record system that captures
patient level laboratory, clinical, and utiization data for
inpatient and cutpatient encounters at Wishard
Seweral studies of acute Hospital, an inner—city public teaching hospital in
stroke events presented Indiznapolis, IM.14 Patiznts sdmitted to the hospital
PRV for individual codes with acute ischemic stroke between July 1, 1992 and
with PP 2858 for first June 30, 1998 were identified using primary position
2012 (Andrade systematic ICD-9 code 434X or 4362 position 434 and >20% for duly 18392 - discharge IC0-9 codes 434 and 436,15 stroke
222626598, Andrade SE; raview) Acute lschemic in principal position M=6T1 first position 436. PRPY June 1993 disgnosis was confirmed by chart review in all patients,
3 12105309 Article Willisms LS 2009 (Williams) Stroke on =n inpatient clsim CWiliams) 98K in Williams et al) UMK, LN UK US (Willisms] | (illiams) and follow-up data were collacted through June 20,
2012 (Andrade systematic ICD-9 code 4331, 434 X1, or 436
22262598 Andrade SE; Fa iz ) Acute |schemic in principal position M=206 1990-1336 Tirschwell et al examined the exact algorithm with
4 12364738 Article Tirschwell DL 2002 (Tirschwell) Stroke on an inpatient clasim (Tirschwell) 55-30% or greater LIME LK LInk US (Tirschwell) | (Tirschwell) PP 33-30K in Seattle, W hospitals
Acute |schemic |C0-3 disgnosis code 433 X or 4342 or 436 hday 1935 - Curham WA acute ischemic stroke identified in
5 |3707200 Article Goldstein LE 1938 Stroke in principal position M=175 G1% LIME LIMK LIME LIS dune 1337 principal position on hospital discharge abstract
Any ofthe following ID0-9 disgnosis codes: 432 X1,
434X, or 426
in any position
Acute |schemic on an inpatient encounter
[LEN Protocal Chrischilles EA 2018 Stroke MA LMK LMK LMK LMK us Mini-Sentinel
Anyofthe following IGD-3 disgnosis codes: 433 X1,
4341, or 436 TR
Acute Ischemic in = principal or un specified position
T WA Frotocol Carnahan R 2015 Stroke on an inpatient encounter MA LMK IR LI LI us Mini-Sentinel
Anyofthe following IG0-3 codes: 43321, 4341,
Acute |schemic in & principal position
8 [NA Protocol Gio A5 2018 Stroke on an inpatient encounter MA LIME LIME LIMK. LIMK. LS ‘Mini*b‘enﬁnel
» | Overview | Master list | Protocol Tracker | Achilles Tendon Rupture | Acute Intracranial Hemorrhage | Acute Ischemic Stroke | Acute Pancreatitis .. () : [«] (]

Source :Sentinel HP  (Health Outcome Algorithm Inventory | Sentinel Initiative)
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Sentinel Common Data Model
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Search Health Outcomes of Interest
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Displaying 1 to 1 of 1 results

Title |

Thromboembolic Events After
Immunoglobulin Administration
Yalidations Supported by Traditional Madical Chart

Review
>,
RR

Sort by: Date Display: 25 w Export as E

Outcomes

aoute myocardial infarction (AMI)
ischemic stroke
thromboembolic events [TEE)

oo

Filter by

Date 1=

07/13/2017

Source :Sentinel HP  (Health Outcomes of Interest | Sentinel Initiative)
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Thromboembolic Events After Imnmunoglobulin Administration

Details Additional Information ": Contributors

.
. .
-------
.......................

FDA Center: CBER

Time Period: 2006 - 2012

Study Type: Protocol/Surveillance Plan

Assessment Type: Safety Analyses

HOI Study Type: Validations Supported by Traditional Medical Chart Rewview
Population / Cohort: All individuals who are immuneoglobulin users

Data Sources: Sentinel Distributed Database (SDDY)

Related Links:

Chart Validation of Inpatient ICD-2-ChM Administrative Diagnosis Codes for Ischemic Stroke

G
o Among IGIV Users in the Sentinel Distributed Database

.............

-----
o

LN
L

Chart Validation of Inpatient 1CD-2-CM Administrative Diagnosis Codes for Venous
(_(? Thromboembeolism among Intravenous Immune Globulin Users in the Sentinel Distributed
Database

.

hS

.
.

Source :Sentinel HP  (Health Outcomes of Interest | Sentinel Initiative)
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BRI (1A Z=51)

[Search Study_/ TaZ24PASSI /Y 7— 3 BRZEDIEFEH AT FE,
€N G B — ENE ED European Netwark of Centres
for Pharmacoepidemiology and Pharmacovigilance

Sitemap Notice Board

Home > Search results

ENCePP Documents .

I search studies®@ Mews |

The seach criteia are non-mandatory Therefore, not specifying any search eniteria will return a1 [AboutUs |

Code of Conduct database entries. ENCePP Documents .

Standards & Guidances Eu s Regster Number: cupss] ) = 16 Studies found
ENCePP Study Seal raining in phEp and PY

Public Consultation

Status of Study: ||| pranned EU PAS

Siossary of forms D oo of Conduct Status  Register  Official Tile Unntated
Resources Database Sl Finaleed Standards & Guidances number

IeTT b Finalised EUPAS21574 Cohort study of cardiovascular events in patients with chronic obstructive  19/09/2022

a® . ENCePP Study Seal ) UeesEs L k
Partners forum Title of Styly: [ Cardiovascular Events ° pulmonary disease initiating olodaterol or other long-acting beta2-agonists

EUPASB205  Risk of subsequent cardiovascular events in patients discharged after 17/05/2022
myocardial infarction - Perseus

e, T Public Consultation oo
EU PAS Register Acronym: EETETEEL L Glossary of terms Final

About EU PAS Register Study P3| () sctive surveiliance Finalised EUPAS20546 Cohort Study of the Incidence of Major Cardiovascular Events in New Adult  23/09/2021
| Observatienal study Resources Database Users of Lisdexamfetamine and Remote Adult Users of Other ADHD
O clinieal trial Treatments sesssmsEEsEEEEEEEEEE \
+ Other Finalised EUPASS200 . Cofiort “Siudy of the Relative Incidence of Major Cardiovascular Events®=«., 06/0 o
) . %, Among Patients Initiating Prucalopride Versus a Matched Comparator . /k E
R S— cohart
EU PAS Register SRCRLT LTI T T L Ll
FirstMame (] Finalised EUPAS16302 A retrospective analysis 6f pratagistind =id stqliféd major adverse 02/06/2020
5 cardiovascular events (MACE) in a real world cohort of multiple myeloma
About EU PAS Register : : P
Study requested by a regulatar: ] (MM) patients treated with proteasome inhibitors (20160154)
Risk Management Plan: [ Please select Vv Finalised EUPAS16282 Post-authorization Safety Study Evaluation of Cardiovascular Events in 28/04/2020
Other registration numbers: | ] Users of Mirabegron and Other Treatments for Overactive Bladder
. : - Finalised EUPAS7545 The risk of ischemic cardiovascular events associated with 21/03/2019
Coordinating Study entity: [ agmps Oau oxycodonefnaloxone Lse
O MBILI - — . . .
) ause Finalised EUPAS4700  Risk of stroke and other cardiovascular events among warfarin-treated 25/04/2017
[ ANFOMED GmbH atrial fibrillation patients - a nationwide cohort study in Finland
O ans . v Ongoing EUPAS36734  VALIDATION STUDY PROTOCOL (OPO00T) FOR THE ELROPEAN NON- 29/10/2020
U 4s5R Emilia-Romagna INTERVENTIONAL POST- AUTHORIZATION SAFETY STUDY RELATED TO
[1 aii-ana SERIOUS CARDIOVASCULAR EVENTS OF MYOCARDIAL IMFARCTION AND

Other

|

STROKE AND ALL-CAUSE MORTALITY FOR ROMOSOZUMAB BY THE EU-ADR
ALLIANCE (OP0O04) AND EUROPEAN NON-INTERVENTIONAL POST-

Research Network: | () acepy " Hau AUTHORIZATION SAFETY STUDY RELATED TO SERIOUS INFECTIONS FOR
Il_: AMSE ROMOSOZUMAR BY THE EU-ADR ALLIANCE (OP000S)
(J BiogaDASER
) BIOREG Ongoing EUPAS35881 European non-interventional post-authorization safety study related to 29/10/2020
O camine serious cardiovascular events of myocardial infarction and stroke, and all-
O coviDRIVE v cause mortality for romosozumab by the EU-ADR Alliance

Source :EU PAS Register (Search Studies (encepp.eu)) - = I QV I /\w


https://www.encepp.eu/encepp/studySearch.htm

BRI (1A Z=51)

#F D Document /ZIAIZ/ N T—2F BFFEAD ! I0ERSIHL TLVB,

I I T TN e e T

Home = View Study

w ﬂ D European Network of Centres = £ L
for Pharmacoepidemiology and Pharmacovigilance ‘——& )

ENCer? Docment ( Y X g Documens

Training in PhEpi and PV

Status: Finalised
First registered on: 08/04/2015

Last updated on: 06/09/2021
ENCePP Study Seal

Public Consultation
Glossary of terms

16. ENCePP seal

Are you requesting the ENCePP seal for this study? Mo

T 17. Full protocol
Document

Partners forum SPD555-802 protocol_ final 30May2014_to Shire pdf

EU PAS Register 18. Study Results
Document

About EU PAS Repister Study SPDE55-802 Final Report Addendum
2.0_24Jan2019_abstract. pd

d
D —
[EuPas Register |

Please list the 5 most relevant publications using data from your study

Reference Link to web-publication

Gilsenan A, Fortuny J, Cainzes-Achirica M, Cantero AF, hit s:F.ilinI-c.s&:ringer.com:anicIe."10 1007%2Fs40264-

Flynn RWV, Garcia-Rodriguez L, et al. Cardiovascular  019-00835-

safety of prucalopride in patients with chronic

constipation_a multinational population-based cohort

study. Drug Saf. 2019, hitps:/idoi.org/10.1007/s40264-

015-00635-0.

Fortuny J, Gilsenan A, Cainzos-Achirica M, Cantero AF, hﬂgs:ﬁlink.springer.comfarticlef10.100?%2Fs40264-

Flynn RWV, Garcia-Rodriguez L, et al. Study design and 015-00836-z

cohort comparability in a study of major cardiovascular

events in new users m‘gmcalopn’de versus polyethylene

g\ywl 3350. Drug Saf. 2019. enenann

tips:/idoi org/10.1007/540264-019-008362. S

Buélgén‘m'z';&, Plana E, Gilsenan A, et al_|dentification hiips:fivww nebi nlm nih gov/pmclarticles/PIC8853159/pdfi40264_20)
,+*"and Validation of Major Cardiovascular Events in the e,
United Kingdom Data Sources Included in a Multi-
database Post-authorization Safety Study of K

.

.
-

)
o

“*.Prucalopride. Drug Saf 2021:44(5):541-551. __."
d0|':1071.00',:’.f_s_4_02 4-021-01044- ane®

Source :EU PAS Register (Search Studies (encepp.eu))
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