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Job Aid Title Reportable New Information (RNI)
Relevant Users Principal Investigator (PI), Additional Contact, Study Staff
Covered Topics 0 How to create a new reportable information

0 How to edit a reportable information

/ Awaiting \

- 7 Pre-Review T 7\\ IRB Review T 7 PostRewew IRB—| o ———»{ Review Complete |
\/ Clarification \j \/ Clarification \A/ K/Modlflcat\on/ CRA/

\\ Requested / \\ Requested / Requested /

1. Please consult the Investigator’s Manual for the list of Reportable New
Information categories. If no categories apply, the information may be reportable at
time of continuing review.

2. Create a Reportable New Information (RNI)

0 In the study workspace, click on the Reportable New Information button

Reportable New Information

Reportable New Informatiol

0 Item 1 displays a list of studies associated with the same PI. Select all studies to
which this reportable information applies. Fill out the required information and
then click Continue in the top or bottom right-hand side of the screen.

Reportable New Information

1. " RNI Nickname:

2. Select Protocol{s) that are affected:

Protocol 10 Study Nickname Status
HO0ODE054 MOl Apgroved
HO000G056 ROL Approved

. Persan completing this form:

i 8 of new {Camrective action plan Is required)

5. Has the Prinicipal - reviewed this i i Yes CNo Chear

b, Does the Principal Investigator agree with this assessment?  Yes  No Clear
* Date the Principal i bacame aware of this i

0 Identify the appropriate categories for the reportable new information. If no
categories apply, the information may be reportable at time of continuing review. If
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you pick a category that is not an exact match to your information, be sure to explain
how the information is different and why you are submitting.

e b
Reportable New Information Categories

1. " Tdeslily whith specilic calegeny(s] Uhal Uhis nww information Dalls uder [ie. 1 5) &

tefzemation that indicatas & naw ¢ incrasned rizk, or 3 vafaty s

2 ARM Aay axperienced h\- a subject ar o(bvmdl\-lnual which in (hl opinien of the I wre and ax related 1o the reszarch
srocedures.

3. Aham s “unespected” when its specificity af sevanty are inceasismant with fisk infarmatian previeusty revigwed asd agproved by the 158 in terms of
naure. severity. frequency. and characrenstics of the study pesstation,

. A harm |3 “peabably refabed™ 2 the research pracadures if in the apinian of the investigatar, the research grocedures mare likely than nat {>30%)
caused the ham,

Incarceratian of a subject in a study net appreved by the 1RB w Involve prisaners,
Camglaine of 2 subject that cannac be resalved by the research raam.

Premature sesgension or terminatian af the research by the spansor er the investigater.
- Umamticipared adverse device efien eeiaus adverss effact on the haalch or safaty e any life-threataning pradlem ar death caused by, or assaciated with,
device, if char affect. i’uhlam nr(lllh .vls an previgushy identified in sature, severiry. or degree of incidence in the imvestigacional glan ar applicatian (incluging
a supplamentary plan or agglicarionl. ar any other unantcigaced seriaus problem assaclared with a device that refases oo the righus. safery. sr welfane of
subjecrs.
INVESTIGATOR  Revised Investgaror brachure.
BROCHURE

0 Answer the three specific questions regarding the reportable event. If you answer
yes to questions 2 or 3, you must submit a separate Modification request in addition
to submitting the Reportable New Information.

Reportable New Information - Continued

* Does this information indicate a new or increased risk, or a salety issue?
Yas ©iNo Clear

* Does this information require a modification to the study?
Yes O Mo Clear

* Does this require a modilicati o the consent
Yes No Clear

4. 1LYES for Questlon 2 or 3, submit & request for modification,

5 Ana
Add L

Name
There are no items to display

0 To attach supporting documentation for the Reportable New Information, select the
Add button under attachments.

5. Attachments
Add

Hame

Upload Revision Request of Mod T

0ROk el Ak Aol i Cancal

0 Click the Finish button in the top or bottom right-hand side of the screen to close.

3. Edit RNI
0 Use the Save and Exit buttons at the top of the screen to prepare a submission that
is not yet ready for the IRB.

0 Select Edit Reportable Event to re-open the submission and to complete as
required.
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4. Submitting the RNI

0 For Study Staff:
e After clicking ‘Finish’ in the RNI submission, select Ready for PI Review
under My Current Actions in the submission workspace. The Pl is the only
member of the study team that may submit the RNI to the IRB office.

My Current Actions...

{% Cancel RNI
% Ready for PI Review

o ForthePI:
After clicking ‘Finish’ in the RNI submission, select Submit under My
Current Actions in the submission workspace.

(5| Submit

%  Cancel RNI
{%  Ready for PI Review

'Note: You will know that the RNI has been submitted successfully when the submission’s
‘state’ has changed from Pre-Submission to Reportable New Information Review.

—>

TIPS
e Ifyou are reporting a protocol deviation, explain why the deviation did or did not put the
subject at increased risk of harm. It is not sufficient to confirm that no harm occurred.

New Reportable Information (v5) 3



	1. Please consult the Investigator’s Manual for the list of Reportable New Information categories. If no categories apply, the information may be reportable at time of continuing review.
	2. Create a Reportable New Information (RNI)

