QUALITY ASSURANCE: . . ;
To verifiy compliance with
REGULATORY federall regulations for the

protection: of human

AUDITS research subjects

* IRB

Elaine Armstrong, M.S. * Consent

Quality Assurance Manager

Welll organizedNecolids are easier to IRB Binder
review! andrensuyesrall'decumentation
can be located ¢ |IRB apprevalls

Tagging records facilitates the ease ¢ Annual progress reports

of locating decuments ¢ SAEs and protocol deviations
Allows the site to be proactive in ¢ Safety reports
fixing errors and implementing o Correspondence

corrective action plans )
, sy ¢ All versions of IRB-approved
On line review is acceptable consent forms

+ InitialFapprevaliannuaifapprovals; and
approvals effpretecelimoedifications
(amendments;, revisions, action
letters, memos)

¢ Letters or minutes for documentation
(No IRB Certification Forms)

¢ Documentation should give details on
date of meeting, item approved,
consent versions, etc.
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¢ SubmissienrereExternal Satety.
Reportsiwithinreo days: (10%
verified)

¢ Alternate procedures are allowed
(encouraged by SWOG)

¢ Submission of internal Serious
Adverse Events

CIRB

¢ All decumentation’oif CIRB
approvals must be provided by the
local site

¢ Documentation of CIRB notification
that they are IRB of record

¢ Documentation of approval or
implementation of consent
versions

¢ FEailure terstbmit external
Safety Reports

¢ Failure to report internal
Serious Adverse Events

Page

EA%s BEFORTADLE TO 1NB
B1F7A/3007 to 01/TIjIEIE

Protocolimediiicatensi(major
changes) neteviewedwithin 90
days

Failure to update the consent with
critical updates within 90 days

Delays in annual review > 30 days

Delay in annual review of a long
term follow-up protocol > 1 year

Protocolimedificatiens (minoer
changes) net reviewed within 90
days

Delay in annual review: < 30 day's

Delay in annual review of a long
term follow-up protocol < 1 year

Failure to provide adequate
documentation of IRB actions




+ Compareditermodel consent

¢ Protocol moedifiications not

reviewed within 90 days ¢+ Contains all'elements reguired by

federal regulations

¢ DelyENIEIRREE 0 days ¢ Updated by protocol modifications

¢ Failure to submit external Safety

Reports ¢ Specimen banking questions as in

model, if applicable

+ Missing|reguired elements (e.g. Review ofi consent te verify:

risks, confidentiality) + Signed prior to enrollment

+ Not updated with new findings ¢ Contains all required signatures

from protocoel updates ¢ Specimen banking intent reported

. . 5 correctly /amended if applicable
¢ Specimen banking questions

missing or different from model ¢ Patient informed of new findings

Maost culffent Versionraithe consent
not used (Updated cansents should be
implemented within 10rdays of
approval)

¢ Patientnetinicrmedioifnew findings
(i.e. new! risks;, early study: closure)

¢ Follow instructions in the protocol
update that specify whether
reconsent is reguired and timeframe
for informing patients

Specimen banking intent reported
incorrectly at time of registration

If patient changes responses to
specimen questions at any time after
initial consent, updated responses
must be reported to the sponsor

¢ If informed verbally, action MUST be
documented in the research record
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¢ |Imprepereditinofechnigues
¢ Missing leguilied signatures
¢ Missing and/erincerrect dates

¢ Patient’s signature dated by
research personnel

¢ Verify apprevealstiorienarternm
follew-uprpretecelsragainst your list
of patientsion long term follow-up

Implement: a system: torensure you
use the most current version of the
consent when consenting new
patients

Document the consent process in
the research record including any
unusual circumstances
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¢ Routinely meniterlEmoenthly

SWOG/CTSU distrilatitions i arder
to submit protecolimoedifications as
soon as possible

Create a systemifor tracking
submission of external Safety
Reports, if applicable

Alternatively, encourage your IRB to
implement an alternate procedure
for handling external Safety Reports

Implement plieceduliestiorinforming
researchrstaiifabout changes that
require patients torbe reconsented
or infermed eff new: findings

Implement a secaendary: review
process to ensure consent forms are
complete after modifications are
made (e.g. no missing risks)




