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STANDARD OPERATING PROCEDURE FOR CIRB REPORTING

SOP NEALS CIRB 101 Supercedes

Version No: 1.0 CIRB REPORTING Document: N/A

Effective Date: Effective Date: N/A
1. POLICY

Employees, professional staff or other agents of institutions participating as a Clinical Study Site
(CSS) for a Northeast ALS (NEALS) Natwork human research study overseen by the NEALS Central
IRB (CIRB) are required to report unanticipated problems (Including adverse events), injuries to
subjects, protocol deviations/violations, changes initiated without CIRB approval to eliminate apparent
iImmediate hazards to subject/s, complaints, non-compliance and cessation of research activities that
are determined, discovered, or learned by them in connection with the conduct of a NEALS human
research study in accordance with the standards, time frames, and procedures specified in this CIRB
Reporting SOP, which includes the attached CIRB Reporting Table (section 8: Procedures).

SCOPE

The policies and procedures described in this SOP apply to the Neurological Clinical Research
institute (NCRI) Coordinating Center (CC) within the context of their oversight and advisory roles for
the NEALS CIRB Pilot Project, and to all CIRB Clinical Study Sites (CSS), CIRB Pilot investigators,
staff, subcontractors, or other entities associated with the NEALS CIRB Pilol Project who manage,
oversee, conduct, or are otherwise engaged in research in the CiRB Pilot Project.

ROLES AND RESPONSIBILITIES

A. NEALS Clinical Study Site Principat Investigator

The NEALS Clinlcal Study Site Principal Investigator (CSS PI) or designee is responsible for reporting
to the CIRB any unanticipated problems (including adverse events), injurles to subjects, protocol
deviations/violations, changes initlated without CIRB approval to eliminate apparent immediate
hazards to subjectis, complaints, non-compliance, and cessation of research activities that are
determined, discovered, or learned by them in connection with the conduct of a NEALS human
research study, in accordance with the standards defined in the CIRB Reporling Table (section 8

Procedures).
Reports are made through the NCRI Coordinating Center as follows:

1. The CSS PI or designee compleles the appropriate Report Form identified on the attached
CIRB Reporting Table, and submits the completed form to the NCRI Coordinating Center
CIRB Liaison {CC-CIRB Liaison) or designee via the online dala entry system.

2. The CC-CIRB Lialson is then responsible for completing the CIRB Report Form and for
submitting the completed form to the CIRB.

3. CSS8 and CC reports are to be made In accordance with the time frames spacified In the
CIRB Reporting Table.

B. NCRI Coordinating Center

The CC-CIRB Liaison or designee Is responsible for submitting reports to the CIRB of unanticipated
problems (including adverse events), injuries to subjects, protocol deviationsiviolations, changes
initiated without CIRB approval to eliminate apparent immediate hazards to subject/s, complaints,
non-compiiance and cessatlon of research activities that they receive from CSSs in connection with
the conduct of a NEALS human research study.
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The CC-CIRB Liaison Is responsible for completing the CIRB Report Form and for submitting the
completed form to the CIRB in accordance with the time frames specified in the CIRB Reporting
Table,

C. NCRI Data Coordinaling Center

The NCR! Data Coordinating Center (DCC) Is responsible for developing the data entry system for
reporting by the CSS Plidesignee of unanticipated problems {including adverse events), injuries fo
subjects, protocol deviationsfviolations, changes initiated without CIRB approval to eliminate apparent
immediate hazards to subject/s, complaints, non-compliance and cessation of research activities that
are determined, discovered, or learmned by them in connection with the conduct of a NEALS human
research study for review by the CC-CIRB Liaison to determine required reporting to the CIRB and in
accordance with the standards defined in the CIRB Reporting Table,

DCC reports are lo be made In accordance with the time frames specifted in the CIRB Reporting
Table,

D. NEALS Central Institutional Review Board

The CIRB is responsible for reviewing reports of the unanticipated problems (including adverse
evenls), injuries to subjects, protocol deviations/violations, changes initiated without CIRB approval to
eliminate apparent immediate hazards to subject/s, complaints, non-compliance and cessation of
research activities that they receive from the NCRI CC in connection with the conduct of a NEALS

human research study.

When reviewing any of the aforementioned reports, the NEALS CIRB is responsible for making the
determination as to whether the report conslitites an unanticipated problem Involving risks to
subjects or others or serlous or continuing noncompliance with applicable laws and regulations or the
requirements or determinations of the CIRB and for taking appropriate responsive action, which may
Include suspension or termination of CIRB approval of the ressarch.

The NEALS CIRB Is responsible for informing the reporting CSS Pifdesignee through the NCRI CC of
the findings, determinations, actions taken, and any madifications or remedial action required by the
CIRB in response to such reporis and, when appiicable, informing all NEALS CSS Pls participating In
the Pilot CIRB Project of any discovery or determinalion that affects subject safety or the conduct of
the frial at all CS88s.

E. External Reporting

Responsibilities regarding any required reporting to sponsors/funding agencles, OHRP, FDA and/or
other oversight authorities of any serious or continuing ron-compliance, unanticipated problems
involving risks to subjects or others, and suspension or termination of CIRB approvat in connection
with a NEALS human research study will be coordinated as described in the NEALS CIRB Reliance

Agreement executed by the CSS,

4. APPLICABLE REGULATIONS AND GUIDELINES

Ethical Principles
Al parties shall be guided by the Ethical Principles and Guidelines for the Protection of Human

Subfects of Research, generally known as the “Belmont Report.”

45 CFR 46
21 CFR 56
21 CFR 80

6. REFERENCES TO OTHER APPLICABLE SOPs
NEALS Nebwork CIRB Rellance Process SOP
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. 8. ATTACHMENTS AND REFERENCES

Document History

7. TERMS AND ABBREVIATIONS
The following terms and abbrevlations are used in this document:

ADE

AE

CcC

CC-CIRB Liaison

CFR
CIRB
C88

C8S PI

DCC
DMC
oSMB
DSMC
elRB
FDA
HIPAA
NEALS
NCRI
OHRP
PPI
SAE
UADE

8. SPECIFIC PROCEDURES

Adverse Device Effect
Adverse Event
NCRI Coordinating Center at Massachusetts General Hospital

NEALS Ciinical Coordinating Center Central Institutional Review Board
Lialson

Code of Faderal Regulations
Central {nstitutional Review Board

Clinical Study Site that conducts research for a particular NEALS
protocol

Principal Investigator who is responsible for implementing and
conducting a spacific NEALS protocol at a Clinical Study Site

NCRI Data Coordinating Center at Massachusetts General Hospital
Data Monitoring Committes

Data and Safety Monltoring Board

Data and Safety Monitoring Committee

Electronic Institutional Review Board (Form)

US Food and Drig Administration

Haalth Information Portability and Accountability Act
Northeast ALS Network

Neurological Clinical Research Instltute

Office for Human Research Protections

Protocol Principal Investigator of a NEALS protocol
Serlous Adverse Event

Unanticipated Adverse Device Effect

The specific requirements, timeframes, and procedures for making reports to the NEALS CIRB of
unanticlpated problems (including adverse events), injuries to subjects, protocol deviationsiviolations,
changes Initiated without CIRB approval to eliminate apparent immediate hazards to subject/s,
complaints, non-compliance and cessation of research aclivities as required by this SOP are outfined
in the attached CIRB Reporting Table. Note that certain types of events need only be reported at

Confinuing

Review.
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