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Welcome to the ClinicalTrials. gou Protocol Registration System (PRS) DIRATION DATE 0402012
Organization: | |
User Name: | ]
Password: | | Eosgot password

unt registration information

Send email to ClinicalTrials gov

Organization: KuopioUH

Username: kayttgjatunnuksen saat Tiedepalvelukeskuksesta, kun olet rekisteréiméassa

tutkimustasi rekisteriin.

Password: salasana tulee automaattisena viestind sahkopostiisi, kun kayttajatunnus on
aktivoitu. Salasana on syyta vaihtaa heti, kun kirjaudut ensimmaisen kerran rekisteriin.

Paina kirjautumistietojen jalkeen "Login”

Kirjauduttuasi ohjelmaan avautuu paavalikko:
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kun olet kirjautumassa ulos gifelmasta, valitse "Logout”.
salasanan vaihto: "Change password”

osiosta Protocol/Results Records paaset lisdamaan/muuttamaan/katsomaan oman

tutkimuksesi tietoja

jokaisen taydennettavan osion kohdalla paasee klikkaamaan selityksen (esim. Brief Title)

auki, jossa on kerrottu, mitd kohdassa halutaan kerrottavan
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ClinicalTrials.gov
Protocol Registration Svstem

Creste New Protecel Record

kaikki punaisella téah amerkityt kentéat on taytettava
kun kentat taytetty, paina "Continue”

Unique Protocol ID: Tutkimuksen tutkimustunnus + "KUH”, esim: KUH5001000.
Brief Title: tutkimuksen lyhyt nimi

Nakyviin ilmestyy tarkastuslista Protocol: Study Identification - paina OK

/2 Title - Windows Internet Explarer [BEE]
‘,@ iv CT https clinicalttisls. gov > & |[#][x] 2 2~

Tiedosto  Muokkas Nayts  Suosikit  Tyksit  Ohje
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| ClinicalTrials.gov B
Protocol Registration System Holp w5 improve: P Survey

Title Oversight Sponsor Summary Status Design Interventions Conditions Eligibility Locations Citations Links
Title: Ethics Clinical Research ID: KUH5001000

Enter sponsoring organization's unique identifier.
Unique Protocol ID: * &A%

Tse lay language

s o % EmAAA
Brief Title: Ezample: Safety Stdy of Recombinant Vaccinia Virus Vaccine to Treat Prostate Cancer

Special characters

T thers is an acronym or abbraviation ussd o identify this study, enter it hers
Acronym:
Example: Phass 1 Study of Recombinant Vaccinia WVirus That Expresses Prostate Specific Antigen in Metastatic Adsnosarcinoma of the Prostate
Official Title:

©  Interventional
©  Obgervational
Study Type: ™ ™ass Check this box if an Observational Study is alse a Patient Registry.
[ Patient Registry  About patient registries

O E ded Access  About ded access records

Indicate whether this tral includes an intervention subject to US Food and Drug Administration regulations.

FDA Regulated Intervention? 444
At IS L TSl SNTeL --Select- v

Indicate whether the protocol is subject to U3 Food and Drug Ad n regul under an T nal New Drug (D) Application or Investigational
IND/AIDE Frotocol? = @48 Device Exemption (IDE)
~Select— v

Quit * Required by ClinicalTrials. govr

- Acronym: tarvittaessa tutkimuksen lyhenne/kirjainyhdistelma (esim. tutkimuksen nimen
sanojen 1. kirjaimet)

- Official Title: tutkimuksen virallinen nimi

- Study Type: tutkimuksen tyyppi

- FDA Regulated Intervention: taytetaan tarvittaessa, mikali US Food and Drug
Administrationin sdaaddkset saatelevat tutkimusta (section 351 of the Public Health Service

- Act or any of the following sections of the Federal Food, Drug and Cosmetic Act: 505,
510(k), 515, 520(m), and 522.). Valitse Yes/No

- IND/IDE Protocol: taytetddn vain, mikali tutkimuksessa kehitetddn mm. uusia ladkkeiden
annostelulaitteita, jotka ovat US Food and Drug Administrationin saadosten alaisia.
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tle - Windows Internet Explorer

'.@\.",./ © [T hups dlinicalrials. gov, CIE NS

P

Tiedosto  Muokksa Mayta Suoskit Tygkslt  Ohie

Tr Suoskit |95 - | @ ks intranet (& Microsot Exchange - Outioo, | CT Tkl x| K- B - 0 o o- Swu- Sucjaus~ Tykalut~ @~
| . . .
I CllnlcalT .rlal‘s' g oy Send message to ClinicalTrials gov FRS

Protocol Registration System Felp us inprove: PRS Survey

Title Owversight Sponsor Summary Status Design Interventions Conditions Eligibilty Locations Citalions Links

Title: Ethics Clinical Research ID: KUHS5001000

Select one ID Type and fill in the additional mformation, if any, for that type
'''''' 3 For grant numbers, mclude activity code, mstitute code and & digit serial number.

| (1S NIH Grant/Contract Award Nuraber Examples: ROTDAD13131, UOTHLO66582, SRO1HL123451-0142

‘ O Other GrantFunding Number  Grantor or Funder: | ‘

Secondary ID Type:

‘ ORegistry Identifier Registry Name: | ‘

‘ O EudraCT Mumber  Euvropean Unien Drug Regulatory Autherities Clinical Trial System ‘

‘ O Other Identifier  Issuing Organization: ‘ ‘

Secondary ID): A48 | ‘

Cancel *  Required by ClinicalTrials. gov

AL Required te comply with TS Public Law 110-85, Section 801
EMAY Way be recuired to comply with TS Public Law 110-85, Section 801

- Secondary ID type valitaan tutkimuksen mukaisesti
- Secondary ID (esim. EudraCt-numero tai rahoituspaatdésnumero)

Tiedostn Muokkaa MNayta Suosikit Tydkalut Ohje o
eEdelhnem L > | \ﬂ @ ;j /-" Etsi ‘f'\'( Suosikit £2) - :‘, ﬁ
Osoite. |€| htps: /fregister.clinicaltrials. gov/prs/app /action/EditT itle /ts/12 /uid AUD0D0IZF f5id /500023724 v‘ Siirry  Links »
~
Title Owversight Sponsor Summary Status Design Interventions Conditions Eligibility Locations Citations Links .
Title: TEsting ID: KUHS5001000
Provide information for the human subjects review board, such as an Institutional Review Board (IRB), ethics committee or equivalent group, that is respensible for the review and monitoring of this protocol. For studies involving
multiple review boards, provide information only for a single beoard
IFreview board approval has been granted, enter the approval number below. If the board does not assign numbers, enter date in mm/ddfyyyy format.
.. Please send a signed board approval letter to ClinicalTrials gov (address and instructions).
Board Approval:
Statas Approva Hunber |
Board Name: * ‘ ‘
Board Affiliation: * ‘ ‘
Board Contact: ® NOTE: Incomplete review board information may delay publication of the trial on ClinicalTrials gov.
(Mot made public)
Business Phone ‘ Extension | |
Business Email ‘
Business Address
Data Monitoring C itton? Has a group been appointed to moniter safety and scientific integrity of the study?
el NI ST H HE Y
ata Monitoring Committee
Oversight Authorities: * Enter, in English, country followed by ion name. [ List of oversight authorities |
(Cne per ling) Examples: B
Tnited 3tates: Food and Drug Administration L
Germaty: Federal Institate for Drugs and Medicinal Devices
-

&] valmis 5 @ Internet

- Board Approval:
- Status -kohta: tutkimuksen tila ko. hetkelld (esim. submitted, approved)
- Approval Number -kohta: tutkimuseettisen toimikunnan lupanumero, esim. 111/2001
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Board Name: Research Ethics Committee, Hospital District of Northern Savo, Finland

- Board Affiliation: Research Ethics Committee, Hospital District of Northern Savo, Finland
- Board Contact: Tiedepalvelukeskus tayttda ko. kohdan

- Data Monitoring Committee: tima kohta taytetaan yleensa ladketutkimuksissa

- Oversight Authorities: tahan kohtaan luvan antaneet ministeriot (rekisteritutkimukset) tai

Fimea (laaketutkimukset). Mikali kyseessa ei ole laaketutkimus, (esim. hoitotieteellinen
tutkimus) mainitaan tassa tutkimuseettinen toimikunta

A Sponsor - Microsoft Internet Explorer provided by Kuopion yliopistollinen sairaala
Tiedosto Muokkaa Mayta Suosikit Tydkalut Ohje L

GEdelhnen > \ﬂ \EL‘ ;\J /7"Em\ "j"\}_‘SLADSIk\t £ A= ﬁ

C=oie | &) hitps: /fregister . clinicaltrials. gov prs/app/action/PopulateSuy/ts/13/uidAJ0000IZF /id/S000232Z4 v B siiry Links

ClinicalTrials.gov ot mesge i BES {(c i‘é} EDA

Protocol Registration System

Tille Oversight SPONSOr Summary Status Design Interventions Conditions Eligibility Locations Citations Links
Title: TEsting ID: KUH5001000

Sponsor: * Tass Kuopio University Hospital

Include all additional funding sources.
Enter only the organization names, one per line (no numbers, dashes, bullets, etc.)

Collaborators:
(One per line)

Sponsor or principal investigator, as defined in TS Public Law 110-85, Title VIIL, Section 801.
If responsible party is an organization enter the contact person by name or official title.
Name/Official Title

; _ TF responsible party is an individual snter of 1 affiliation
Responsible P : Crganization
Contact information will not be made public
Phone Extension:
Email

Quit *  Required by ClinicalTrials gov

DAL Required to comply with US Public Law 110-85, Section 801
FDAAY Way be required to comply with TS Public Law 110-83, Section 801 -

&] Yalmis S @ Internet

- Sponsor: sponsoriksi laitetaan Kuopio University Hospital (tulee yleensa automaattisesti, jos
tieto sydtetty jo aiemmin)

- Collaborators: mahdolliset yhteistydtahot, joita mukana tutkimuksessa
- Responsible Party: tdhén kohtaan tulee tutkimuksesta vastaavan henkilén nimi,

organisaatio (Kuopio University Hospital), puhelinnumero kansainvalisessa muodossa (+
358 17 ....) seka sahkdpostiosoite.
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A Summary - Microsoft Internet Explorer provided by Kuopion yliopistollinen sairaala

Tiedostn Muokkaa MNayta Suoskit Tyokalt Ohje o
Qeetiren - ) - [¥] @] @b Pesi Slrswein &) 2~ o o8
Osnite | &] https :/fregister clinicaltrials.gov/ors /app/action/PopulateShudy /s /14/uid/UD0O0IZF /sid/S0002374 v| Sw’l’y Links ™

ClinicalTrials.gov ——— {@ ‘e EDA

Protocol Registration System

Title Oversight Sponsor SUmEMary Statss Design lnterventions Conditions Eligibitty Locations Citations Links
Title: TEsting ID: KUH5001000

Use lay language. Tnclude a statement of the study hypothesis

Brief Summary: * Fass
offnat s

Provide a more sxtensive dasoription, if desired
Avoid duplication of information to be recorded elsewhere, such as eligibility criteria or outcome measures

Detailed Description:

ormaf tps

- Brief Summary: lyhyt tiivistelma tutkimuksesta (tutkimuksen tarkoitus).

- Detailed Description: ko. kohtaa voi tadydent&a tarvittaessa kuvaamalla
tutkimussuunnitelmaa tarkemmin. Kohtaa ei kuitenkaan ole pakko tayttaa.

A Status - Microsoft Internet Explorer provided by Kuopion yliopistollinen sairaala

Tiedosto Muokkas Mayta Suoskit Tyokalut Ohije l';'
Q@eEselinen - () ] @] (0 Pemi 5lrsumsk £) - & i
OSD“E‘@]htu:s‘//reglster‘Ehrv\(a\trlaIs‘gnvfprs/app,’atlmn/?npu\ateEmdy/hs/lﬁ/u\d,’UEIEIDEIIZF/s\d/EDEIEIZEB v|5urry Links ™

ClinicalTrials.gov N {((. i‘éﬁ EDA

Protocol Registration System s

Title Oversight Sponsor Summary STATUS Design Interventions Conditions Eligibility Locations Citations Links
Title: TEsting ID: EUHS001000

Record Verification Date: ® ™ast Fear l:l

Overall Recruitment Status: * Fass
For suspended, terminated or withd studies, briefly explain why the study was stopped.
Why Study Stopped: | YRR vy Y EE
Key Trial Dates
Sendy St Dates o Y]
Final data collection date for primary outcome measure
Primary Completion Date: ™24

|~Sa\act~ v‘ Year‘ |Type |~Sa\act~ V‘

Final data collection date for the study.
|--Se\ect-- V‘ Year‘ |Type |--Se\ect-- v‘

Continue Quit *  Required by ClinicalTrials.gov

FBAAL Bequired to comply with US Public Law 110-83, Section 801
DAY Way be required to comply with U5 Public Law 110-25, Section 801

Study Completion Date:

- Record Verification Date: paivamaara, jolloin tutkimuksen tila on paivitetty edellisen kerran.

- Overall Recruitment Status: tutkimuksen rekrytointivaiheen tilanne (esim. ei rekrytointia
viela / rekrytoidaan)

- Study Start Date: paivamaara, jolloin tutkimukseen ilmoittautuminen alkaa

- Primary Completion Date: vaaditaan paivamaara, jolloin tiedot tutkimukseen keratty,
"Select” -kohdassa on kerrottava, onko kyseessa todellinen vai arvioitu paivamaara

- Study Completion Date: tutkimustietojen (oletettu) lopullinen kerayspaivamaara.
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3 Design - Microsoft Internet Explorer provided by Kuopion yliopistollinen sairaala
Tiedostn Muokkaa MNayta Suosikit Tydkalut Ohje

eEdelhnem L > | \ﬂ @ ;j ;"Ets\ ?‘/‘W:(Suusik\t o E’:{v :\7 ﬂ

Osnite. |a€| htps: /fregister.clinicaltrials. gov/prs/app /action/StudyPurpose,/ts /16,/uid AJODODIZF/5id /50002374 v‘ Siirry  Links >

ClinicalTrials.gov samrs {'féi% EDA

Protocol Registration System

Title Oversight Sponsor Summary Status  IVeSign Iaterventions Conditions Eligibilty Locations Citations Links
Title: TEsting ID: KUH5001000

NOTE: These atiributes apply to an "Observational” study. If desired, change the study type te "Interventional".

o e S R © Fortmerly referred to as Study Design.
servational Study Model:

Time Perspective: * [-Seloct- v
Biospecimen Retention: | —Select- |

May be left blank if no biospecimens are to be retained

Biospecimen Description:

Enrollment: 44% 11.0ber of Subjects: ‘ Type |--59|9Ct" b

Number of Groups/Cohorts: *

Continue Quit *  Required by ClinicalTrials gov

FOAM Required to comply with US Public Law 110-85, Section 801
@488 ©fay be required to comply with TS Public Law 110-83, Section 801

| &

S @ In=rret

- Observational Study Model: valitse tutkimuksellesi sopivin vaihtoehto alasvetovalikosta
(minka tyyppisesta tutkimuksesta on kyse)

- Time Perspective: tutkimukseen ilmoittautumisen aikajakso. Valitse vaihtoehto
alasvetovalikosta.

- Enrollment: tutkittavien maara seka tyyppi (todellinen vai arvioitu maara)

- Number of Groups/Cohorts: merkitse ko. kohtaan, kuinka monta ryhmaa tutkimuksessa on
mukana. Kenttd on pakollinen.
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Tama osio esiintyy interventiotutkimuksissa.

= Design - Windows Internet Explorer E][gl
'_@.j, * |CT https clinicaltrisls.qov RN EIREE] b

Tiedosto  Muokkaa Naytd  Suosikk  Tybkalut  Ohje

= = § _ »
S Suoskit |55 - | @ KYs intranet (& Microsoft Exchange - Outloa, ., | CT Design [ | o - Sivu- Suojaus - Tydkalt v @+

| ClinicalTrials.gov P
Protocol Registration System Tielp us improve: ERS Surves

Tille Oversight Sponsor Summary Status Design Interventions Conditions Eligibility Locations Citations Links
Title: Ethics Clinical Research ID: KUHS001000

NOTE: These attributes apply to an "Interventional” study. If desired, change the study type to "Observational”

Primary Purpose: ™44 |-Select- v

Use "N/A" for trials that do net inwelve drug or biclogic products

o . % TDAAA
Study Phase: Select. 2

Formerly referred to as Study Design or Assignment.

Intervention Model: F444
e --Select-- -

Number of Anns: F444

~Select- v | Masked Roles: [ Subject

. O Caregiver
Masking: O Inwestigator

O Cutcomes Assessor

Allocation: 444 |-Selact- v
Study Fndpoint Classification:  --Select-- -
Eunrollment: 4% Number of Subjects Type: --Select- ¥
Quit * Required by ChnicalTrials gow

EDAAA Required to comply with TS Public Law 110-85, Section 301
DAY Wlay be required to comply with US Public Law 110-85, Section 801

- Primary purpose: valitse alasvetovalikosta, mika on tutkimuksen tarkoitus. Pakollinen
kentta!

- Study Phase: valitse alasvetovalikosta, minka faasin tutkimus on kyseessa. Pakollinen
kentta!

- Intervention Model: tutkimuksen tyyppi (onko kyseessa yhden vai useamman ryhmaén tutkimus
jne.). Pakollinen kentta!

- Number of Arms: tutkimukseen osallistuvien rynmien maara. Pakollinen kentta!

- Masking: alasvetovalikosta voit valita tarvittaessa tutkimuksesi sokkoutusluokan. Onko
kyseessa esim. kaksoissokkoutettu tutkimus?

- Allocation: valitse alasvetovalikosta tutkimuksesi ryhmien jako. Onko kyseessa esim.
satunnaistettu tutkimus? Kohta ei ole pakollinen.

- Study Endpoint Classification: valitse alasvetovalikosta, miten tutkimuksesi
tulokset/seuraukset on tarkoitus arvioida

- Enroliment: tutkimukseen osallistuvien maara. Osallistujien maaraa kannattaa paivittaa
tutkimuksen aikana. Type —kohtaan valitaan joko oletettu (Anticipated) tai todellinen
(Actual) maara. Viimeistaan tutkimuksen loputtua/lopussa on osallistujien maara syyta
muuttaa todelliseksi. Pakollinen kentta!
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= Design - Windows Internet Explorer
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n 3 - =) N . . S »
T Suosikt |55+ @ kvS intranet (@& Microsoft Exchange - Outioo, ., | CL Design x B - Bl 0 @ v Shu- Sugjous - Tydkalt - @@)e

‘7 Clin icalT riuls' g ov Seni message to ClinicalTrisls gov PRS
Protocol Registration System Help us improve: PRS Survey

Title Oversight Sponsor Summary Status Desig Interventions Conditions Eligibility Locations Citations Links
Title: Ethics Clinical Research ID: KUHS5001000

Primary Outcome Measure
Tip: Refer to the Protocel Review Criteria to avoid problems with specification of Qutcome Measures

Enter only one distinct outcome measure
Title: ‘

Time Frame: * @458 |

Description:

] Does this outcome measure assess a safety issue?

Safety Issue? P44
Quit * Required by ClinicalTrials gov

Primary Outcome measures: tekijat joilla mitataan intervention vaikuttavuutta. PAdmuuttuja tdhan kohtaan.

- Title: Milla padmuuttujaa mitataan.

- Time Frame: tulosten seurannan arviointiin kaytetty aika.

- Description: kuvaus muuttujasta, ei pakollinen

- Safety issues: tulosten seurannan turvallisuusluokittelu. Valitse: Yes/No

Vaatii myds toissijaiset muuttujat

£ Interventions - Windows Internet Explorer

‘@\: @ [CT https cinicaltrials.aov v & ][4 (x] [P |2

Tiedosto  Muokkaa Nayts  Suoski:  Tytkalt  his

- = _ »
T Suosikt |23+ | @ kvs intranst (& Vicrosaft Exchangs - Outloa,., | CT Tnterventions b3 [ ] ) peh - Shu- Suofaus - Tydkaluk - @

‘- Clin icalTriuls'g ov Send message to ClinicalTrials gov PRS
Protocol Registration System Help us improve: PRS Survey

Title Ovwersight Sponsor Summary Status Design Interventions Conditions Eligibility Locations Citations Links
Title: Ethics Clinical Research ID: ETHS001000

Arm Label should be descriptive, yet concise, for use in Results column headings.
Arm Label: * @04a8 Ezamples: Metforrmin, Lifestyle counseling, Sugar pill

Avm Type: © #0444 | Experimental v
1

Tip: To facilitate Results data entry after study completion, desciibe the interventi to be mistered.
Tse the same name(s) both here and in Intervention Mame.
For drugs include dosage form, dosage, frequency and duration,

Arm Description: #0444

| [[continue | _auit *  Required by ClinicalTrials gov

AL Required to comply with TS Public Law 110-85, Section 801
DAY Way be required to comply with TS Public Law 110-85, Section 801

Jos aikaisemmin olet laittanut tutkimukseen osallistuvien ryhmien maaréan, tdydennéd ryhmien
kuvaukset tdsséa vaiheessa.

- Arm Label: Ryhman lyhytnimi (esim. ladkeryhma, elamantapaneuvonta ryhma jne)
- Arm Type: Katso alasvetovalikosta
- Arm Description: lyhyt kuvaus ryhmésta
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(Z Interventions - Windows Internet Explorer

j‘/, ST hetps dinicaltrials. gov. S&][%][x] [P B8]

Tiedosto  Muokkaa  Hayts  Suoskt  Tydkalut  ohje

Yy suske (55]+ o x | @erukga % - B (0 & - Svu- Swiause Tytkalut- @<

ClinicalTrials.gov [

Send message to ClinicalTrials gov PRS

Protocol Registration System Help us improte: PR Strvey
Title Oversight Sponsor Summary Status Design Interventioms Conditions EBligibility Locations Citations Links
Title: Dddd D ddddd

Intervention Type: * M4 |-Select- ~

Enter the specific name of the intervention.
For a drug, use the generic equivalent name if it has been established
Tip: Ensure that this name matches the name used in the associated Aun Description(s).

. =
Intervention Name: * P44

Inchude brand names, serial mumbers and code names, if applicable.
Other names are used to improve search results on the ClinicalTrials gov web site

Other Names:
(One per kne)

Specify details not covered in associated Arm D )
(FDAAL)

Intervention Desciiption:

Quit *  Required by ClinicalTrials gov
A Reired to comply with US Public Law 110-85, Section 801
@AY Yy be recpired to comply with TS Public Law 110-85, Section 801

- Intervention Type: valitse alasvetovalikosta

- Intervention Name: kyseessa ladkkeet — geneerinen nimi. Muissa tapauksissa —lyhyt
kuvaava nimi.

- Other Names: luetteloi muut nimet, joilla interventio on tunnistettavissa (esim. ladkkeen
tuotenimi). Naiden nimien avulla parannetaan hakumahdollisuutta rekisterissa
(ClinicalTrials.gov).

- Intervention Description: tarkemmat tiedot interventiosta.

Esimerkiksi:

interventions involving drugs may include dosage form, dosage, frequency and
duration.

50 mg/m2, IV (in the vein) on day 5 of each 28 day cycle. Number of Cycles: until
progression or unacceptable toxicity develops.
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A Conditions - Microsoft Internet Explorer provided by Kuopion yliopistellinen sairaala

Tiedostn Muokkaa MNayts Suosikit Tydkalut  Ohje

eEdelhnem - @ \ﬂ @ ;\J /-"Eﬁs\ ‘:;W\L(Suuslk\t @ e ﬁ

Osoite. @ https: /fregister.clinicaltr ials. gov/prs/app termplate fedit%2CConditions v fwizardmode/Edit/ts /46,/uid AJDO00LZF /5id/S00027 1)

V‘Si\rry Links > @5+
L
ClinicalTrials.gov —— {(Q e EDA
Protocol Registration System ) Pt
Title Ovetsight Sponsor Summary Status Design Interventions Conditions Eligibitity Locations Citstions Links
Title: Testing

ID:KUH1111111

Specify the primary condition or disease being studied, or the primary focus of the study.

Conditions are checked against the Mational Library of Medicine's Medical Subject Headings (2MeSH).
Search MeSH for a specific condition term

Enter only condition or focus (ho numbers, dashes, bullets, etc.), one per line

Conditions or Focus of Study: *T444
(Enter 1 to 5 items)

Enter only Keywords (no numbers, dashes, bullets, etc.), one per line.

Cancel *  Reaquired by ClisicalTrials gov

AL Required to comply with US Public Law 110-85, Section 801
FDAAY W he rermived t commls with TS Prbbie Tamr 11185 Sertion 801
&] valmis

5 @ Internet

- Conditions or Focus of Study: tutkittava sairaus tai fokus
Keywords: avainsanat, jotka parhaiten kuvaavat tutkimusta/tutkimussuunnitelmaa.

= Eligibility - Windows Internet Explorer,

| S + ) -
! @.\:_; - ‘Q hitps cliricaltrials.gov, V‘ g3 | 2| | % ‘, ‘ »
Tiedosto  Muokkas N&yts Suoski Tydkslut  Ohje
N . = . »
S Suoskt 55+ | @@ KVS intranet (& Microsoft Exchangs - Outloo... | CT Eligibility x [ I 5] = e v Sivuv Suojaus v Tydkalut + @@+

| ClinicalTrials.gov

. . Send message o ClinicalTrials gov PRS
Protocol Registration System Help us improve: PRS Survey

Titls Oversight Sponsor Summary Status Design Interventions Conditions FElgibility Locations Citations Links
Title: Ethics Clinical Research ID: KUHS001000

For best results use the preferred format.  (Formatting tins Special characters
Inclusien Criteria:

Exclusion Criteria:

Eligibility Criteria: * MA&4

Gender: * ™At
] Bt B Miion [ |Csdc @ Mason: [ o @

Accepts Healthy Volunteers? Fats

Quit *  Required by ClinicalTrials gow

AL Eeqquired to comply with US Public Law 110-85, Section 801
DAAY) Wlay be required to comply with US Public Law 110-85, Section 801

Eligibility Criteria: kelpoisuusehdot. Tutkimuksen sisaanotto- ja poissulkukriteerit.

Gender: valitse tutkimukseen osallistuvien tutkittavien sukupuoli. Mahdollisuus valita myé6s
molemmat sukupuolet.

Age Limits: tutkittavien ikdjakauma. Valitse “N/A (No Limit), mikali tutkimuksessa ei ole
asetettu ala- eika ylaikarajaa.

Accepts Healthy Volunteers: tutkimuksessa mukana terveitd vapaaehtoisia. Yes/No.
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OBSERVATIIVISET TUTKIMUKSET:

- Study Population Description: taytetaan vain havaintotutkimuksissa (observational). Valitse
populaatio, josta tutkimusryhméat/kohortit valitaan (esim. primary care clinic, community
sample, residents of a certain town).

- Sampling Method: taytetddn vain havaintotutkimuksissa (observational). Valitse yksi/oikea
vaihtoehto.

2 Etigibility - Microsoft Internet Explorer provided by Kuopion yliopistollinen sairaala EEX)
Tiedosto  Muckkaa NayEs  Suosikit  Tybkalt  ohje "

Edelinen = o (@) @h Desi Soswskt €2 -2
</ ra S @ =

osoie [@ fincaltria: 2CElgibilty. uid) D E
-

ClinicalTrials.gov
Protocol Registration System

Send message to PRS. {é{*éﬁm

Title FDA Oversight Sponsor Summasy Status Design Interventions Conditions Eligibility Locations Citations Links
Title: Informed Consent for Pregnanat Women ID: KUH5001000

Study Population Deseription: *

ing Method: * | —-Select- -

For best results use the preferred format.

Inclusion Criteria:

Exclusion Criteria:
Eligibility Criteria: * ™ass -

Special characters

Gender: * ™A
Age Limits: ® ™44 Minimum: | |[~select- ¥]  Mastimum |[-Select—

Accepts Healthy Volunteers? M4t 1

© ERROR: Inclusion/exclusion criteria have not been filled in

A\ ALERT: Sampling Method: data not entered.

A\ WARNING: Accepts Healthy Volunteers? has not heen entered.
© ERROR: Maximum Age is a required field.

A\ ALERT: Study Population Description: data not entered.

& B © miemet

A Locations - Microsoft Internet Explorer provided by Kuopion yliopistollinen sairaala [Zl@lgl
Tiedostn Munkkaz Nayts Suosikit Tydkalt Ohje o

Qewiiren - ) - [] @] €0 Pem Slpsuosi € S EH

Osmtg@ https //register. clinicaltrials. gov/prs/app /template fedit% 2CCentralContact.vm fparentscreen/Editrotocel.ym/wizardmode Edit/action,CentralContact/ts 60 fuid AUDDODLZF /sid /50002710 v \ Siiry  Links > | @ -

ClinicalTrials.gov
Protocol Registration System

- 4@5?@?5%

Tille Oversight Sponsor Summary Status Design Interventions Conditions Eligibiity Locations Ciations Links
Title: Testing ID:KUH1111111

Central Contact is the person with overall recruitment responsibility for this stdy
If contact information is provided for all recruiting locations, Central Contact may be left blarik

Contral Contact: * T4 First: ‘ ‘ MI:l ‘ Last: ‘ ‘ Degree

Phone: | | Eat.| | Exmait | |
Contral Coptaet Backug: o[ e | Degeel |
Phone: | | Ext.| | Emait | |

Cancel #  Required by Clinical Trials gov

DAL Required to corply with TS Public Law 110-85, Section 801
DALY Way be required to comply with US Public Law 110-85, Section 801

- Central Contact: tutkimuksesta vastaavan tutkijan tiedot

- Central Contact Backup: esim. tutkimuksessa mukana olevan tutkijan tai tutkimushoitajan
tiedot
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A Locations - Microsoft Internet Explorer provided by Kuopion yliopistollinen sairaala
Tiedostn Muokkaa MNayts Suosikit Tydkalut  Ohje b

eEdelhnem - @ \ﬂ @ ;j /-"Eﬁs\ \j\?Suus‘.lk\t @ - :7 = ﬁ

Oeoite | ] https:/fregister clinicaltrials.gow s fapp Aerplate fedit32CEdit ocation. vim/prop L ocations Avizardmode/Edit/type gow.nih. il cs.prs. study.CSLocation faction /AddLocation /ts/7:3/Uid AJODO0IZF f5id /500027, v‘ Sirry  Links > &y

| CUHRICALTFIAIS. SOV - messace e ~
Protocol Registration System o o ‘{C %m.ﬁ«*g FoA

Tifle Oversight Sponsor Summary Status Design [nterventions Conditions Eligibilty Locations Citations Links
Title: Testing ID:EUHI111

Mame: H |
Facility: * @pa8 City.| |
(Special characters) StatefProvince: | | Postal Clode: | |
Country. | |

Location recruitment status is required when Overall Status is "Recruiting”.
Recruitment Status: * Fass If Overall Status is anything other than Recruiting, location status iz net displayed on ClinicalTrials gov.
|-select- v

Facility contact is required for locations that are recruiting, but may be ommitted if a Central Contact is provided for the trial At a minimutn, last name and either phone or email are recuired.

If Overall Status is anything other than Recruiting, facility contact information is not displayed on ClinicalTrials. gov.
Facility Contact: * €744

Fn’st:‘ |MI‘ |Last | ‘Degxee ‘

Phone: | | Bt | | Bt |
Faciey Contace Backug: ™ | Jres] |Degres|

Phone| 2| | B, |

Cancel * Required

& 5 @ Internet

1E3]

- Facility: tutkimuksen suorituspaikka

- Recruitment Status: tutkimuksen tilanne. Valitse sopivin vaihtoehto.
- Facility Contact: tutkimuspaikan yhteyshenkilo

- Facility Contact Backup: toinen yhteyshenkil6 tutkimuspaikassa

A Locations - Microsoft Internet Explorer provided by Kuopion yliopistollinen sairaala

Tiedosto  Muokkaa Mayka Suoskit  Tydkalt  Ohie

Qe - () X [B] 0w S e sunsia ) [0 :7 ©

Osoite | @] hitps: fregister clinicaltrials. gov/prsfapp/template/edit#:2CEditInvestigator vmjlocindex/0iprap/Lacations%SB0%SD. Investigatars/type/gov.nih.nim.cs. prs.study CSInvestigator wizardmode Edit/action/addInvestigatorjts/7ajuid ¥ | [ Sirry  Links

ClinicalTrials.gov {g, iy EDA

Send message io PRS
Protocol Registration System s

Title FDA Owersight Sponsor Summary Status Design  Interventions Conditions Eligibility LOCAtiOMS Citations Links

Title: Informed Consent for Pregnanat Women D KUH5001000
Investigator Name: Firt: || |z | | Last| Degrees:
Role:

Cancel

- Investigator Name: tutkijan / tutkimuksesta vastaavan henkilon yhteystiedot tutkimuksessa.

- Role: tutkijan / tutkimuksesta vastaavan henkilon asema. Valitse rooli alasvetovalikosta.
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(= Protocol Record Completed - Windows Internet Explorer,

I @?[ * |CI hitps clinicalrisl.gov, o & |[+][x

D
Tiedosto  Muokkaa Maytd  Suosidt  Tyokalut  Chie
i suoskit |55 - EKysintranet {€ Microsoft Exchange - Outloo. .. | ST Protocal Record Complsted | - B S| g v Shu- Suojeus - Tydkalik - (@ 2]
| ClinicalTrials.gov —
Protocol Registration System Help us inprove: PRS Survey

Logout

Protocol Record Completed

Title: Ethics Clinical Research ID: KUHS001000

You have reached the last data entry screen. Proceed to the next screen (Edit Protocol) to review the entire record,

INote that the data that you have entered are automatically validated by the system. Iessages describing problems of varying severity (Errors, Alerts, or MNotes) are
included on the Edit Protocel screen, beneath the relevant fields. Review sach message and take the appropriate action.

Once the record 1s ready for review by your administrater, click on the "Complete” ink near the top of the Edit Protocel Record screen to mark the record as

completed. Your administrator must then "Approve" and "Release" the record, in order for the record to be submitted for final Quality Assurance review and publication
on the ClinicalTrials. gov web site

ok |

IImoitus, kun tutkimus on rekisteréity, ja voit laittaa tutkimuksen eteenpaéin.
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A Interventions - Microsoft Internet Explerer provided by Kuopicon yliopistellinen sairaala

Tiedostn Muokkaa MNayts Suosikit Tydkalut  Ohje o

Q Edellinen ~ () ﬂ E ;] /-. ) Etsi :\? Suosiit §%) A= ﬁ

Osnits | https: /fregister.clinicaltr ials. gov/prs/app/action/AddListitem /4s/18/uid JODOOIZF /5id /50002374 v a Siirry  Links >
Specily the groups, i any, and therr associated nterventions { How to Specify Study Groups or Cohorts ). L

Add /cohort.

Add an Intervention.

Study Groups
Ldit Group/Cohort: *
Delete

© NOTE: An arm/group label this short may not be sufficiently descriptive, especially for later use in results
@ ERROR: Group Lahel is a required field.

Edie Group/Cohort: *

Delete
@ NOTE: An armigroup label this short may not be sufficiently descriptive, especially for later use in results

@ ERROR: Group Lahel is a required field.
@ ERROR: More than one arm/group has the lahel "

Interventions

. ®
Interventions: = FPAAL

There are no Interventions currently listed for this study.

*  Required by ClinicalTrials.gow
ass Required to comply with US Public Law 110-85, Section 301
#2448 Nay be required to comply with US Public Law 110-85, Section 801

&] valmis 5 @ Internet

ILMOITUKSET KUN TIETOJA PUUTTUU TAI NE OVAT VIRHEELLISIA

- Error: tiedoissa on suuria puutteita, jotka on taydennettava
- Alert: tiedoissa on puutteita, jotka on syyta taydentaa
- Note: tiedoissa saattaa olla puutteita, jotka on syyta tarkastaa ja korjata tarvittaessa

Kun olet tallentanut tutkimuksesi tiedot rekisteriin, merkitse tutkimuksen tilaksi "Complete”.
Tutkimuksen rekisterdinnista tulee tieto Tiedepalvelukeskukseen paakayttajille, josta tarvittaessa
otetaan yhteytta rekisterdinnin taydennyksiin liittyen. Tutkija siirtda taman jalkeen tutkimuksen
eteenpdin rekisterdintia varten.

Kun tutkimus on rekisterdity ClinicalTrialsiin, saa tutkija rekisterista tutkimukselleen
ClinicalTrials.govin ID-numeron, jota tutkija tarvitsee lehtiin. Tunnistenro on muotoa NCT...

Rekrytointivaiheessa olevien tutkimusten rekisterdinnit on syyta tarkastaa vahintaan
puolivuosittain virheettémyyden ja taydennysten varmistamiseksi.

- Tiedepalvelukeskuksesta otetaan yhteyttd aina, kun tutkimusten rekisteréinnit vaativat

paivityksia. Kun tutkija on ilmoittanut/kaynyt tekemassa tarvittavat muutokset, rekisterin
administrator kay vapauttamassa tutkimuksen eteenpain rekisterissa.

Tutkimuksen poistaminen jarjestelmastd on mahdollista viela silloin, kun tutkimusta ei ole
laitettu tarkastettavaksi (Release), tai kun lopetat tutkimuksen rekisterdimisen (Quit).
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