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Fremgangsmate
1. Opprettelse av individuell konto

ClinicalTrials.gov bruker Protocol Registration and Results System (PRS) for a registrere
studier. For a fa adgang til PRS ma du ha et brukernavn og passord for & logge deg inn.
Ahus har en PRS konto, men ingen som per na har rollen som PRS administrator. Det ma
derfor sgkes om en individuell konto for & motta brukernavn og passord for innlogging. Se
Apply for a PRS Individual Account for & opprette individuell konto. Den individuelle
kontoen opprettes under organisasjonsnavn «University Hospital, Akershus». Det resterende
av skjemaet fylles ut som vist pa neste side.

Sponsor Information: The sponsoring organization is the entity with primary responsibility for initisting and conducting the

study 0 be registered.

* Repistering INDVIDE Studies?[Mo W (I «NO» for StUdier som
* Type of Drganization:[— Sefect Tne — L |kke fOfeqar | USA

* Country:

* Organization Mame:

*# Jrganization Address:

Far inn «University
hospital, Akershus»

Organization Abbreviations and Acronyms:

/,

Parent Organizations,

* Organization Contact:

. _ Plzase enter 2 vabd ghone number, inchuding area code.
* Drganization Phone:

* Qrganizstion Emai Far inn primaer finansieringskilde for
: k// studien, f.eks «South-Eastern Norway
= Regional Health Authorithy» (Helse

Investigator Information Sﬂr Qst)

* Investigator Mame:
Affiliation {if not the sponser):

_ Plzase enter 2 vabd ghone number, inchuding area code.
* Investigatar Phonse:

* Investigater Email:
Regulatory Informatien: The regulatory authority can be a national or international heslth suthority, an institutional review

board, or an ethics committes.

* Regulstory Authority:

* Regulatory Authority Address:

Far inn “Regional Committee

Tao the best of my knowledge, the abeve information is true and comect .

CQwestions about this form and the PRS may be sent to register@ClinicalTrials gov. for Medlcal and health
Research Ethics, South-east”

* Reguired

Submit Application | Reset |

This page last reviewad In &)
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Den individuelle kontoen opprettes innen 2 dager etter innsending av sgknad til
ClinicalTrial.gov. S& snart kontoen er opprettet vil du motta en e-post med instruksjoner for
hvordan du logger deg inn for & begynne registrering av studien.

2. Registrering av ny klinisk studie i Clinicaltrials.gov

Far du setter i gang med registrering bgr du ha REK nummer, Eudra CT nr (kliniske
legemiddelutpravinger), klart resyme av studiens hensikt og protokoll pd engelsk samt navn
og kontaktinformasjon til alle samarbeidspartnere i studien.

Nar du har mottatt brukernavn og passord for innlogging kan du logge deg inn pa
ClinicalTrial Protocol Registration System:

Far inn «University

izati Hospital, Akersh
Organization: | <—— | Hospital, Akershus»

One-word organization name assigned by PRS (sent via email when account was created)

Username: ‘

Password: Forgot password

Login |
e

Etter at du har logget deg inn ser det slik ut:

ClinicalTrials. gov PRS Contact ClinicalTrials gov PRS ~
Protocol Registration and Results System Org: OsloUH  Admin: OUHprsadmin  Logout
Quick Links Email: gellin@ous-hf.no;kliniskforskningsstotte@ous-hf.no [ Update |

New Record [ Records = Accounts » Help =

Admin Quic}

ference

List

ec N
Group: [[ALL] v ((AllRecords (ST Problem Records (223) | [ b Custom Fiter |
Showing” 1-10 of 546 records |10 | records per pagd Q | Show/Hide Celumns |
amara] Klikk p& New Record |
Group Protocol ID D ler Responsible Party
Open Klinikk ~ 2014/1983 Optimization of the Released  10/13/2017 07:55 JOlafsson Jonatan Olafsson
c Treatment of Dry jonatan olafsson@medisin. uit
Eye Disease
Caused by
Meibomian Gland
Dysfunction
Open Klinikk ~ 063.09f NCT02443662 Colloid Osmotic Released  10/13/2017 07:03 Mindrebo Marianne Indrebo
D Pressure in Marianne Indrebo@oslo-
Patients With universitetssykehus no
Fontan Circulation
QOpen Klinikk ~ 2014/2217 Aspirin in Released  10/11/2017 12:32 VLBringsjord Sheraz Yaqub
E Colorectal Cancer shya@ous-hf no
Liver Metastases
(ASAC)
Qpen Klinikk  Ipid4 NCT020681%6 ANational Phase  In Progress 10/11/2017 03:50 SAamdal [Sponsor]
E IV Study With
Ipilimumabs for
Patients With
Advanced
Malignant
Melanoma. (Ipi4)
QOpen [ Klinikk  NMSG25/16 Intensified In Progress 10/10/2017 12:03 FHSchjesvold Fredrik Hellem Schjesvold
E1 Treatment With fredrikschjesvold@gmail com

Carfilzomib in
Myeloma Patients
Still PET-positive
After First Line

Treatment
(CONPET)
Open [PR] Kiinikk ~ CA209-686_REPORT REimadiation and  Released ~ 10/10/2017 07:10 ABratland  Ase Bratland v
E1 Programmed Cell BRT@ous-hf.no
< >
ps:/fregister.clir .gov/prs/app/templ Bicx=ewdim H100% ~
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Etter & ha trykket pd «New Record» far du opp dette bildet:

ClinicalTrials. gov PRS Contact ClinicalTrials.gov PRS ~

Protocol Registration and Results System Org: OsloUH | Admin:| OUHprsadmin

Create New Record

To avoid duplicate or invalid registration of your study, check the following before proceeding with registration:

1. Studies may only be registered by the Responsible Party. The Responsible Party for a clinical study is the
Sponsor, Sponsor-Investigator, or Sponsor-designated Principal Invéshgator wha mgets specific requirements
"= When a study is subject to U.S. Food and Drug Administration regulations and conducted under an

investigational new drug application (IND) or investigational device exemption (IDE), the IND or IDE Holder
1§ Eonsidered The Sponsor of Sponsor-Investigator,

= When a study is not conducted under an IND or IDE, the entity or single person who initiates the study, by
preparing and/or planning the study, and who has authority and control over the study, is considered the
Sponsor or Sponsor-Investigator

2. Use the PRS account of the Sponsor or Sponsor-Investigator to register the study. If the Sponsor has
designated the Principal Investigator to be the Responsible Party for a study, that study must be registered using
the PRS account of the Sponsor

3. Multi-site studies are NOT registered by individual sites. If this is a multi-site study it must be registered only
once, by the Responsible Party (IND/IDE holder or the person or organization who initiates the study and who has
authority and conftrol over the study) or its designated principal investigator (P1)

4. Coordinate with all collaborators before registering. If the study has multiple collaborators, contact the other
organizations to confirm that the study has not already been registered apdto nofify them that vour orpanization

(or designated Pl), as Responswb\eParty 1s registering the study SkriV inn StUdienS REK-
nummer pa felgende mate:
2012/2277(REK)

5. Refer to the ClinicalTrials.gov Review of Protocol Submissions dod
evaluated by TlinicalTrials gov after protocol information is submi -

Help - Definitions

* Organization's Unique Protocol ID

* Brief Title P—— Skriv inn studiens kortnavn
!

Special Characters

[*] Acronym

(if any) If specified, will be included at end of Brief Title in parentheses

Study Type O Interventional (or clinical trial) — participants assigned to intervention(s) based on a protocol

Kryss av for riktig

studietype.

Spegrsmalene videre

(Continus)| (Cancel]  * Roqured vil avhenge av hvilken

T Flihstniment type studie du har
valgt her.

) Observational parter igned to intervention(s) based on a protecel; typically in conte:

O Expanded Access availability of an experimental drug or device outside o jal protocol

IS~ |J

Sjekk kontrollspgrsmalene gverst pa siden for & unnga & legge inn studier som allerede er
registrert.

Klikk pa «Continue» nar alle obligatoriske felt er fylt inn (markert med rad stjerne).

Klikk «OK» pa informasjonsvinduet som kommer opp.

OBS: Videre i prosessen kan knappen for & lagre informasjon bade ha teksten «Save» og
«Continue», avhengig av om du registrerer all informasjon fortlapende eller du gar ut og inn
av prosjektet, evt. redigerer eksisterende informasjon.
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CIinicalTrials‘. gov PRS Contact ClinicalTrials.gov PRS A

Protocol Registration and Results System Org: OsloUH | Admin:| OUHprsadmin

Home > Record Summary = Protoccl Section > Study |dentification

ID: 2017112345 My Trial 12345 Skidifkjsdif Jlsdj Flkjsdkifsldkf [NCT ID not yet assigned]
Edit Study Identification

Help Definitions

* Organization's Unigue Protocol 1D: |201 7112345

" Brief Title: |I\v1§,«r Trial 12345 skjdIfkjsdif jisdj flkjsdkjfs|dkf

[*] Acronym:

(if any) If specified, will be included at end of Brief Title in parentheses.

<>

* § Official Title: | This is the official title of the trial

S~

© ERROR: Official Title hia

een entered.

[l Secondary IDs: ™S fih Srwyraemn T . i
(ifany) % AddSecondan D | Skriv inn studiens

(save| [Cancel| = Required fulle navn (engelsk)
-_— N * § Required if Study Start Date is on or after January 18, 2017

[*] Cenditionally required (see Definitions)

H100% -

Videre fyller du ut alle skjermbilder, husk at felter merket * er obligatoriske.

Klikk pa «Definitions» hvis du lurer pa hva du skal fylle i de ulike skjermbildene. Fremover
folger forklaringer (enten i tekst eller utklipp av skjema) til utvalgte punkter som kan veere
utfordrende a fylle inn:

Secondary IDs: Her registreres andre referansenummer som identifiserer studien. EudraCT
nummer for kliniske legemiddelutpravinger skal registreres her. Eksempel pa andre nummer
kan veere fra Norsk samfunnsvitenskapelig datatjeneste (NSD).
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| bildet «Edit Sponsor/Collaborator» legges informasjon om sponsor og
samarbeidspartnere inn.

ClinicalTrials.gov PRS

Protocol Registration and Results System

Contact ClinicalTrials.gov PRS A

Org: OsleUH  Admin:| OUHprsadmin

Home > Record Summary > Protocol Section > SponsoriCollaborators

1D: 2017712345 My Trial 12345 Skjdlifkjsdlf JIsd] Flkjsdkjfsidkf

Edit Sponsor/Collaborators

Help Definitions

Principal Investigator v

Select Sponsor unless the Principal Investigator has been designated as Responsible Party or the Prin|

* Responsible Party

Investigator Information

Investigator Name [Username]: |[—Select— v|
Select the investigator's PRS account

The Investigator Name (i.e., the Full Name from the PRS acco
name for display on ClinicalTrials.gov.

Investigator not in list?  Incorrect name format?

Investigator Official Title: |

-

Investigator Affiliation: | University Hospital, Akershus

* Sponsor | Akershus University Hospital i

Primary organization conducting study and asscciated data analysis (not necessarily a funding source).

Collaborators |

%

Required by Ints

tional Committee of Medical Journal Editors (ICMJE) and World Health Organizatio
Enter only the orgaw

ation name.

Velg «Principal Investigator»
hvis du er hovedutprgver for en
forskerinitiert studie ved Ahus
—da er du sikret at
kommunikasjon fra
ClinicalTrials.gov kommer til
deg.

«Responsible Party» er delegert
til Pl der Ahus er sponsor som i
forskningsansvarlig institusjon,
og det er kun Pl som kan
«release» studien til
ClinicalTrials.gov.

De gvrige valgene er ikke
aktuelle for studier som
registreres av Ahus.

* Required
* § Required if Study Start

(Continue| (Back| [Quit|

— —

te is on or after January 18, 2017

[*] Cenditicnally required (see

Collaborators er

samarbeidspartnere eller
organisasjoner som bidrar til
gjennomfgring av studien,
f.eks. finansieringskilde eller
bidragsyter til studiedesign,
dataanalyse eller rapportering.

H10% ~
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Edit Oversight

[=2)|CT https://register.clinicaltrials.gov/| O ~ @ € ™ Oslo universitets...| ™ Seksjon for utpr...

ClinicalTrials.gov PRS

Protocol Registration and Results System

Home > Record Summary > Protocol Section > Oversight

ID: 201712345 My Trial 12345 SkjdifkjsdIf Jisdj Flkjsdkifsldkf

Edit Oversight

Help Definitions

*§ U.S. FDA-regulated Drug:

Studying one or more U_S. FDA-regulated drug or biclegic products
For more information see the "Elaboration” in the Applicable Clinical

*§ U.S. FDA-regulated Device:

No v

Studying one or more U.S. FDA-regulated device products?
For more information see the "Elaboration” in the Applicable Clinical

*U.5. FDA IND/IDE
(Not public)

No v

ional New Dr

Svar ja for hhv. Drug/Device hvis:

e studien har minst ett senter i

USA eller

studien kjgres under «FDA

investigational new drug

application or investigational

device» eller

e |egemiddel eller medisinsk
utstyr er tilvirket i USA og
eksportert for forskning

Studying drug/device product with U.S. FDA Invs
Exemption (IDE)?

* Human Subjects Protection Review:

Board Status: [Submitted, pendmgF v|

The following information is require
registered under 42 CFR Part 11, not fun
conducted under an IND or IDE. [This informa

e study meets each of these criteria: not required to be
in whole or in part by the U.S. government, and is not
¥y is not made public.]

Board Name: |

Velg status for REK-sgknad

Board |
Affiliation

Il Board Contact: Phone:

——

Email: |

< Extension:

Address:

Data Monitoring Committee:

| FDA Regulated Intervention
IIConﬁnue.I | Back | | ﬁn * Required

* § Required if Study Start Date is on or after January 18, 2017
[*] Cenditionally required (see Definitions)

Disse feltene dukker opp nar

04.12.2018 Versjon 1.0

du velger «Board Status» som
tilsier at det er sgkt/skal sgkes
til REK.

Board Name = Regional
Committees for Medical and
Health Research Ethics
Board Affiliation = aktuell
komité, f.eks. REC South East
Fyll ut kontaktinformasjon til
REK, se hjemmesiden.
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ClinicalTrials.gov PRS

Protocol Registration and Results System

Home > Record Summary > Protocol Section > Contacts/Locations
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Contact ClinicalTrials.gov PRS

Org: OsloUH  Admin: OUHprsadmin

ID: 2017/12345 My Trial 12345 SkjdlIfkjsdlf Jisdj Flkjsdkifsldkf

[NCT ID not yet assigned]

Contacts/Locations

" Protocol Section Help Definitions

Klikk «Edit»

Edit €Everat-Eontacts

Central Contact Person:
I Central Contact Backup:
Overall Study Officials:

Copy locations... from a master list, extracted from this organization's records.

+ Add Location

U.S. National Library of Medicine | U.S

lagret for & legge t

Klikk «Add Location» etter at kontaktinfo er

il flere sentre.

®100%

e ||CT https://register.clinicaltrials.gov/ © ~ @ & § ¢T ClinicalTrials.gov PRS: Edit ...

ClinicalTrials.gov PRS

Protocol Registration and Results System

Home > Record Summary > Protocol Section > Contacts/Locations = Overall Contacts

1D: 2017/12345 My Trial 12345 Skjdifkjsdlf Jisd] Flkjsdkjfsldkf /

Central Contact Person: Kontaktinfo til
personen som administrerer/koordinerer
studien, f.eks. studiesykepleier,
vitenskapelig assistent e.l., ev. PI
dersom han/hun ogsa er administrator.

Edit Overall Conjdcts

Help Definitions

Overall Study Officials: 4 Add Stud

| (save| [Cancel] * Required
[ | |

" Central Contact Person” First Name- | MI- / Last Name: | Degree’ |
I Phone: | EM Email: |
Either Central Contact or Facility Contacts are required
The individual's official title may be substituted for Last Name {leave First Name, M| and Degree blank)
Central Contact Backup”  First Name: | M- | Last Name: | Degree: |
Phone: | Ext: | Email: |

* § Required if Study Start Date is on or after January
[*] Cenditionally required (see Definitions)

Add Study Official: Legg til Pl og sted
der studien foregar.

0% -
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[ (5 [ |
e '\“lﬂ https://register.clinicaltrials.gov/ D;ﬂ (o} I O = Ferie [ (™ eHéndbok -...| ,* Radiumhos... | (™ eHandbok -| | ] Personalpor...' CT ClinicalT... | ‘ oy ks “‘:7’
ClinicalTrials. gov PRS Contact ClinicalTrials.gov PRS A
Protocol Registration and Results System Org: OsloUH  Admin: QUHprsadmin  Logout
Home = Record Summary
ID- 2017112345 My Trial 12345 Skidifkjsdlf Jisdj Flkjsdkjfsidkf [NCT ID not yet assigned]

Record Summary

“"Home Help @

Record Status

In Progress ==p Entry Completed == Approved == Released == PRS Review ==p Public

Next Step: Confirm data entry complete [ Entry Complete | @

Record Owner: OUHprsadmin _=7 Access List: [] Edit
Last Update: 11/06/2017 09:19 by OUHprsadmin _=] Upload: Allowed Edit
Initial Release: [Not yet released] PRS Review: [Not yet released]

Public Site: [Not yet registered]
FDAAA: Non-ACT (No FDA-regulated drug/device) @

Open | Protocol Section
Identifiers: [NCT ID not yet assigned] Unique Protocol ID: 2017/12345
Brief Title: My Trial 12345 SkjdIfkjsdif JIsdj Flkjsdkjfsldkf

Module Status: Study Identification: ¢
Study Status:

#100% -

Etter at du er ferdig med registreringen har studien status som «In Progress». Trykk deretter
pa «Entry Complete». Hvis du er oppfart som Pl og «Responsible Party» skal du selv ga
gjennom og se etter at alt er ok far du trykker pa neste steg «Approve» og deretter neste
handling «Release».

Nar studien har status som «Released» vil personer hos ClinicalTrials.gov gjennomga
informasjonen. Dette kan ta noen fa dager. Du kan bli bedt om & gjare endringer for deretter
a «Release» studien pa nytt. Hvis Clinicaltrials.gov da godkjenner informasjon vil det bli
publisert pa ClinicalTrials.gov innen 2-5 arbeidsdager. Husk & oppdatere studien nar det er
endringer i rekrutteringsstatus for hvert deltagende senter og samlet for eksempel nasjonalt
for alle sentre, samt dato for siste studiedeltagers siste besgk innen 30 dager, og minimum
hver 6. maned for annen informasjon.

Oversikt over de ulike statusene i Status
registreringsprosessen

User is creating (or modifying) the record In Progress
User has finished - record is ready for review Completed
Pl has reviewed record and has made any Approved
necessary changes

Pl has released the record to ClinicalTrials.gov Released
Clinicaltrials.gov staff reviews the information, PRS Review
possibly asks for updates/clarifications

When the information is acceptable, the study is Public
made public

Lenke til oversikt over oppdateringer: https://reqister.clinicaltrials.gov/prs/html/whats-
new.html
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