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Describe how federal regulations c
human subject research

Identify what regulations require of
researchers and IRBs

Discuss how to facilitate researcl
communication




ons Regarding
Subject Research

ood and Drug Administration (FDA)

m Part 21 of the Code of Federal Regulations (C
mainly sections 50, 56, 312, and 812

Office of Human Research Protections (O

m Part 45 of the CFR, section 46 (Common Rule
Subparts B, C, & D)

ffice of Civil Rights (OCR)
Part 45 of the CFR, section 164




UM Policies

= Anyone who has access to identifiable private
Information for research must complete the
“PEERRS” human subjects module.

m IRB approval is contingent upon key
personne/ completing the module.

m The principal investigator Is responsible for
assuring all others to which the policy applies
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Welcome to PEERRS, the University of Michigan's Program for
Education and Evaluation in Responsible Research and

PEERRS cansists of educational modules and short tests covering basic rules, procedures and professional
norms for the responsible conduct of research by anyone invalved in research and scholarship at the University




1ons Manual http://www.hrpp.umich.edu

7~ Operations Manual - Windows Internet Explorer
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Human Research Protection Program (HRPP) QUICK LINKS

%Fﬁce of the Vice President for Research HRPP Home

eResearch
Operations Manual OHRP

(Link to Full Version) FA

MAJOR COMPOMNENTS)

IRBs
The HRPP Operations Manual (OM) is designed to illuminate the system and its overarching IBC

governing rules and to serve as 3 reference for investigators, IRBs, administrators, and COI-OVPR
others. COI-Med
RPC

DS
UMCCC

Part 1: Introduction, Purpose and Ethical Principles - describes the mission of the SESC

University of Michigan, the purpose of the University's Human Research Protection TPs
Program {HRPP) and authority under which it operates, and the scope of research
conducted at the University. (PDF version)

OTHER KEY UNITS

1. Mission Statement and Organizational Summary

1I. Scope of Human Research at the University e MICHR

A. Types of Human Research Conducted » OHRCR

B. Categories of Participants

Institutional Authority POLICIES

Limitation on Institutional Authority
Protection from Undue Influence

Ethical Principles + Operations Manual

» Guidelines & Regulations
a Hiiman Researrh SPS




UM Policies

= IRBMED website has additional policies, informed
consent & assent forms, and key information.

m Google “IRBMED” or type http://www.med.umich.edu/irbmed!

University of Mi

gan
Medical School

IRB Home
Forms

Informed Consent &
Assent Templates

Guidance
Education
About IRB
Resources

AE/DORICMUnanticipated
Problems

IRBMED Mermbers
Research Participants

Feedback Form

IREMED

| | Engsge |

Institutional Review Boards of th? University of
Michigan Medical School

The five Institutional Review Boards of the University of Michigan Medical
Schoal (IRBMED) are charged with the oversight of human subjects
research conducted by medical school faculty, students, and staff at any
University of Michigan Health System (UMHS) facility or site. The purpose
of an IRB is to protect the rights and welfare of human subjects in
research. Guiding this process is the application of federal and state laws
university policies, ethical principles; particularly those articulated in the
Belmont Report

Investigators should not commence research involving human subjects
until the IRBMED has approved the study or has determined it is exempt

Federal OHRP* regulations define a "Human Subject” as: "[A] living
individual about whom an investigator conducting research obtains
(1) Data through intervention or interaction with the individual, or

(2) Identifiable private information” (45 CFR 46.102[f]}. FDA® regulations
use the definitions "a human on whose specimen an investigational
device is used "21 CFR 812.3 (p) or "an individual who is or becomes

A nadicinant in raraarch Ather an A racininnt Af tha tact adicla ar ac -

Text Size (A} A

Fast Track Review ol
Americarn
Reinvestment anc
Recovery Act (ARRA|
Submissions

IRBMED responds tc
the economic
stimulus plan tc
assure quick
turnaround on new
and amending studies
seeking funding. Clict
here for details

2009 Report on the
UM IRBs including
turnaround time fol
review of submissions
is now available from
the Office of the Vice
Fresident fol
Research. Click here




What is an IRB?

IRB-BehavSci IRB-Health
v | ey Ll
“Institutional Review Board” oA ol 0
An ethical review board
required by the federal
government at institutions that
conduct human subject

research
Minimum of 5 members

Provides oversight of human
subject research (regardless of
funding)

UM has 9 IRBs




Is this
research?

m Standard treatment for a certain kind of benign
tumor that's usually found in the femur is to
remove the tumor, curette the area, then fill the
hole with cement, or cement plus hardware

m An orthopedic surgeon plans to modify this last
step with a significant change to the hardware
on a patient she thinks might benefit from this
Innovative approach



Definitions of Research

OHRP: A systematic investigation, including research
development, testing and evaluation, designed to

develop or contribute to generalizable knowledge. 4s crr
46.102 (d)

FDA: Any experiment that involves a test article and one
or more human subjects or their specimens . . . the

results of which are intended to be submitted to . . FDA.
21 CFR 56.102 (c) & 21 CFR 812.3 (p)




Is this human
subject research?

A retrospective chart review comparing the safety and

complication rate of ipsilateral versus contralateral breast
reconstruction.

Abstracted data to include:

= County in which patients | = Other medical problems and
resides surgical history
= Stage of breast disease = Complications:
= Adjuvant therapies m partial or total flap loss
= Body mass index ® hematoma
= Tobacco use history m Seroma
= abdominal wall herniation




Definition of ‘human subject’

FDA: A human . . . on whose
specimen an investigational device Is
used or an individual who is or
becomes a participant in research,
either as a recipient of the test article
or as a control, the results of which are
Intended to be submitted to the FDA. ..

CFR 50.3 (g), 21 CFR 56.102 (e), 21 CFR 812.3 (p)
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Definition of ‘human subject’

OHRP: A living individual about whom
an investigator conducting research
obtains (1) Data through intervention or
Interaction with the individual, OR (2)
Ildentifiable private information. scrusieo

‘Obtaining’ includes research use, study, or
analysis of identifiable private information or
Identifiable specimens already in your possession.



Definition of
‘Identifiable Private Information’

This Is data:
m about behavior that occurs when person
reasonably expects that no observation or
recording is taking place.

OR

m provided for specific purposes by an person
which the person expects will not be made
public.

AND

® the identity of the subject may readily be
ascertained by the investigator.

13



on of ‘Coded Info

ntifying information that would enable
astigator to ascertain the identity of the
pjects has been replaced with a number,
ter, or symbol

AND

\ key to decipher the code exists, enabling

age of the identifying information to the

ate information or specimens.




iIon of ‘De-lde
Information’

entifying information that would enable
to ascertain the identity of the subjects
s been replaced with a number, letter, or

AND
0 key to decipher the code exists or you
have access to the key. You cannot linl
ata with particular subjects.




So. .. Isthis human
subjects research?

= County in which = Other medical problems and
patient resides surgical history

= Stage of breast m Complications:

disease m partial or total flap loss

= Adjuvant therapies m hematoma

= Body mass index m Seroma

= Tobacco use history m abdominal wall herniation

It depends on what the data looked like
the first time you see It.

16



What You See and Do

IRB Application

O You receive a coded or de-identified data set

O You have an agreement with the supplier that they will not, under
any circumstances, reveal the identity of the subjects to you.
Important exception. If the supplier of the data is involved in the
research, you must complete a Standard Application

Optional Not
Regulated
Application

U You collect only data that existed before receiving your IRB letter
U You see names and/or ID numbers

O You remove all identifiers

O You DO NOT have key, or other means to determine the identity of
the subjects

Exempt Application

0l You collect only data that existed before your IRB approval
O You see names and/or ID numbers

O You code the data

O You keep a key to the code

Secondary Use
Application

O You will receive data that is collected after you receive IRB approval
O Example: Patient information collected for clinical care

O You see names and/or ID numbers

O You code the data or you keep identifiers (securely maintained)

O You keep a key to a code if you use one

Standard IRB
Application




/ement of the Pet
/iding You a Coded Dats

ement includes, but is not limited to:
terpretation of data
Analysis of the data resulting from the coc
nformation or specimens
Authorship of presentations
Authorship of manuscripts related to the

Call us if you aren’t sure!




. U.M. Smith requests de-identified,
-be-discarded colon biopsy samples

Isolate peptides. The purpose of the
search Is to develop a new
gnostic test for colon cancer.




FDA Definition of a Human Subject

A human . . . on whose specimen an
/nvestigational device /s used or an
Individual who Is or becomes a participant
INn research, either as a recipient of the test
article or as a control, the results of which
are intended to be submitted to the FDA. ...



ause this involves a device and tr
Il be submitted to the FDA,
and approval Is required




What is an FDA
Regulated Device?

Any Instrument, apparatus, implement,
machine, contrivance, implant, /n vitro
reagent intended for use in the
diagnosis of disease or other
conditions, or in the cure, mitigation,
treatment, or prevention of disease, In
man or other animals.

22



Definition of Protected
Health Information (PHI)

m Information about health that must be

‘protected’ by the ‘covered entity’ that
collected it .

m Includes medical records AND health
Information you collect for research
purposes.



requlated PHI7?

general demographic |= body mass index
data—county only = tobacco use history

= stage of breast = other medical

Isease problems and surgice
type of cancer history

djuvant therapies |=complications




Data Element

De-Identhfied

Limited

Data Sett Data Set
Names Remove Remove
Remove postal
Address, citvand other geographicinformation smallerthan address
state. 3-digit zip code may be included in a de-identified data Demove 1ntormation
set for an area where more than 20,000 people live; use “ooa” if other than citv,
fE‘t er than zo.000 people live there, town, state or zip
code.

All elements of dates (except vear); plusage and anv date
[mcludmﬂear]llr agels over So, .E‘LLIW.*J.!E,:. date of birth, date Remove Mav be included.
of death, date of admission. date of discharge, date of service.
Telephone. fax numbers; e-mail addresses. web URL addresses.

3 Remove Femove
[P addresses,
Social securitv number, medical record number, health plan
beneficiary number, anv account number, certificate orlicense Remove Remove
number.
Vehicleidentifiers and serial numbers. including license plate Pemove Pemove
numbers.
Deviceidentifiers and serial numbers. Femove Femove
Biometricidentifiers (e.g.. fingerprints; voice prints). DNA is not

S S (e.g. i Pt ) =0 Remove Femaove
considered a siometric ident '?E*‘ or purposes of HIPAA,
Full-face photographs and anvcomparableimages. Remove Remove
Anvotherunique identifving number, charactenstic or code. Femoves Mav bein clud@d.
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As defined under
HIPAA
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m De-/dentified data sets do not require
oversight.

m L/mited data sets require patient
authorization or Privacy Board authorization

through eResearch.

m If we added patient age and dates of
diagnosis and treatment to the data set In
the example we would have a ‘Limited Data
Set.’
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nicating with t

Ink about before you start your IRB

at Is your plan or hypothesis?
hat do you need to do to test it?
ho are the potential subjects?
ow Will you recruit subjects?

hat risks are involved?

the research sufficiently funded to reach
als?

ou need permission from the FDA?
Il be responsible for what?



How to facilitate your IRB review

1. Show that risks to subjects are minimized

“to the extent possible.”

m |ldentify the risks of the research itself

m Include risks of all procedures that would 70t be done if the
subjects were not in the study.

m If possible, use clinical procedures that would have
been done even If the subject wasn’t in your study.

m Have a data and safety monitoring plan even for
non-high risk studies.

m Document those “of course | would do that”
protections.

29



ypothesis.

ou plan to get the blood from patien
e day they come to the Taubman
2nter for a routine Visit.




Case Study #2

How can you show the IRB you
will minimize risks ‘to the extent possible’?

m You plan a 3-arm anti-depression drug

study:
ml De
m2 De
m 3 De

PDIresSsec
PDIressed

PDIresSsed

Su
Su
Su

njects on Prozac
njects on New Drug

njects on Placebo

m Study requires that all subjects have not
taken any anti-depressant within 8
weeks of randomization.

31



How to facilitate your IRB review

2. Demonstrate that the “risks of the
study are reasonable in relationship to
the benefits.”

m ldentify the benefits without hyperbole

m If your study has more than one arm,
assess what the risks and benefits are In
each.

m Understand that this regulation requires
the IRB to do a scientific review.

32



Case Study #2

Can you convince the IRB that the risks are
reasonable In relation to the benefits?

m You plan a 3-arm anti-depression drug

study:
ml De
m2 De
m 3 De

PDIresSsec
PDIressed

PDIresSsed

Su
Su
Su

njects on Prozac
njects on New Drug

njects on Placebo

m Study requires that all subjects have not
taken any anti-depressant within 8
weeks of randomization.

53



~ase Study #

ou convince the IRB that the 1
easonable in relation to the benef

)vide justification for withholding,
stponing, or altering treatment with

oven therapies.
Reviewer & Government FAQ

on't assume It Is obvious to those outsi
r project




How to facilitate your IRB review

If your research includes “vulnerable
populations” learn the additional
regulatory requirements.




Itate your
arn Regulatory Terminolc

eraction (includes but is not limited to):
Sending email
Using a website to gather information

Surveys
Focus groups

Asking for informed consent to use me
acords or other reasons




IHlitate your
2arn Regulatory Terminolog

ervention (includes but is not limited to)
Collecting urine
m Collecting blood

m Conducting an MRI
Counseling
Randomizing patients to different trea

ministering drugs
Istering devices




How to facilitate your IRB review
Learn Regulatory Terminology

m Data Safety Monitoring Plan (DSMP)

(Includes but is not limited to):

m How you will minimize risks

m Data you collect to assure subjects are safe

m Methods of ensuring data security

m Methods of ensuring data integrity

m How often the study team meets

m What will be done in an emergency

m How, and to whom, adverse events will be reported.

eResearch 7’1}9 —Answer YES to question 7- 7.70
38



How to facilitate your IRB review
Learn Regulatory Terminology

m Possible “Harms” (includes but is not limited to):
m Side effects of the research procedures
m Side effects of investigational agents
m Emotional upset caused by the research
m Social trauma caused by the research
m Financial loss caused by the research

Review Tip—Use your DSMPF to demonstrate to the IRB
You have carefully considered all type of harmis.

39



cilitate your
earn Regulatory Terminoloc

O Slble HarmS continued

What could happen if research records \
revealed?

m \What would embarrass or harm a potent

subject?

Explain your steps to protect privacy anc
confidentiality

here records will be stored

0 wWill have access to records




Case Study #3

What would you put in your DSMP?

m You want to study risk-seeking behavior
In teens

m You plan to recruit teens in the emergency
room, either as patients or with a patient

m Research involves a 3-page survey and a 5
minute interview

m Subjects are questioned about various risks
from skateboarding, sky-diving, sex, selling
and using drugs, cheating in school, etc.

41



How to facilitate your IRB review
Learn Regulatory Terminology

m Informed Consent

m Consent Is an on-going process, not just a
form

m Federal regulations have specific requirements
about what must be in the consent document

m Aim for a 6" grade reading level

m Conduct 770 research procedures prior to
obtaining consent from the subject or a
waiver from the IRB

m Not even getting weight or blood pressure
42



How to facilitate your IRB review
Learn Regulatory Terminology

m Waliver of Informed Consent

m You don’t ask subjects if they want to participate (or
you can’t because you don’t know who they are yet)

m Instead, you ask the IRB for a waiver
m Research must be not more than minimal risk
m |t IS not practical to get consent

m Subjects’ rights and welfare would not be adversely
affected

m |f appropriate, you will provide subjects with
pertinent information

43



How to facilitate your IRB review

Learn Regulatory Terminology

B No more than minimal risk:

m [he probability and magnitude of harm or
discomfort anticipated as a result of participation in
the research are not greater in and of themselves
than those ordinarily encountered in daily life or
during the performance of routine physical or
psychological examination or tests. 45 CFR 46.102 (i)

m “Encountered in daily life” means the daily life
of the average, healthy, person or child.

44



How to facilitate your IRB review
Learn Regulatory Terminology

m Waliver of HIPAA authorization

m You don’t ask subjects if you can use their protected
health information (or you can’t because you don’t
know who they are yet)

m Instead, you ask the IRB for a waiver
m Risks to privacy must be not more than minimal risk
m |t IS not practical to get authorization
m You couldn’t do the research without the PHI

m You will protect the PHI and destroy identifiers at the
earliest opportunity.

45



arn Regulatory Termino

ore Information about conse
ers Is available in Informed Con
and 201.




How to facilitate your IRB review
Good Writing and Organization

= [he Project Summary:

= Write 1t like an abstract for an article
= Spell check, grammar check, friend check

= [he primary reviewer describes her
Interpretation of your study to the committee
but . . . EVERYONE sees your summary

= Your words are prominently displayed during

IRB discussion
= EVERYONE sees your summary, forever

47



Itate your

ain the goals and significance o
earch as clearly, completely AND
cisely as possible.

Reviewer FAQ
Put the answer at their fingertips

00d answers go along way




acilitate your IR
s00d Writing and Organizatic

Ide the IRB with all needed

cuments
Protocol
Data collection tool (for retrospective data

reviews)
Informed consent documents
nvestigators’ Brochure

ure the IRB can tell which docu
iIch, and which iIs the most curt




How to maintain
good relations with your IRB

m Apply for IRB approval BEFORE
Implementing changes in a protocol or
consent

m EXAMPLES:

m Eligibility criteria
m Number of subjects to be recruited
m Adding or deleting a procedure or analysis

m Adding or changing a recruitment method (letters,
flyers, fairs)

m Change in investigators or facilities

50



How to maintain
good relations with your IRB

Apply for IRB approval before
Implementing changes EXCEPT when
safety protections are "necessary to

eliminate apparent immediate hazards to
the subject.”

Implement a safety change and report
IMMEDIATELY to IRB.

o1



What to Tell the IRB about Your
Research After Initial Approval

If a potential subject Is a prisoner, or when
an ‘active’ subject becomes incarcerated—
contact the IRB

Audit/Inspection reports

Renewal application (submitted before a
project expires) or a termination application
when complete

Information that may affect subjects
willingness to participate

52



How to maintain
good relations with your IRB

Learn what you need to report after approval

Unanticipated Problems
Unexpected and expected Adverse Events

Protocol and consent deviations

m See the IRB website for full detalls
m Attend Applications 201 and 202 for more

details.

53



Research to Subm
udies for to IRB Revie

eResearch - Windows Internet Explorer

El[%]|

IE htip:/feresearch.urmich.edu,

Wiew Favorites Tools  Help
X500 glUM @ IRBMED iyl eResearch @ OM EQFDA % "OHRP @ AE-standard 488 CBEC.ca @ Legacy |P|Pandora @ Hunger @ Dev B Face
-
~ [l Select

1 MAIS eResearch | |

eResearchiMl r—ea |

Regulatory
Management Welcome to eResearch
(IRB, IBC, ete.)

Proposal
Hanagemem Requlatory Management
(IRB, IBC, etc.)

Used for the review and approval process for Human
Subjects Research applications and IBC Biosafety
Registrations. Learn more...

To begin a new IRB application or IBC rDMA registration,
login to eResearch Regulatory Management.

eResearch News

Proposal Management Regulatory Management

Used far the electronic routing, approval, and System Upgrade was completed
submission of proposals to external sponsors, including on 11/15/09. Learn about
Grants.gowv. Learn mare... system changes...

To begin a new proposal, login to eResearch Proposal Education opportunities offerad

Manaaement. by IRBMED and IRB-HSBS



Current State

Approved

[ Wiew Study

Study Name

Pre-Submission Cancer Review Ancillary Review GCR

é Printer-Friendly Version

E Submission Summary

My Activities

Assign Owner

Study Team Member]Study Team Role|Department]

William Hasler PI Int Med-Gastroen
Radoslav Coleski Co-Investigator Int Med-Gastroen

Record Elements of
Discussion

Approval Date: 1/5/2006

Expiration Date: 1/4/2007

Update Meeting
History

Staff Owner: Rosalind Fantone

Finalize Documents

GCRC ID: 2176

Prepare Letter

Edit Contingencies

Manage Documents

Edit Agenda
Information

Voluntary Hold

Administrative
wWithdrawal and
Termination

Suspend

Post Correspondence

[cors]
[cors]
[cors]
[cors]
[cors]
[cors]
[cors]
[cors]
[coral
[cors]
[coral

GCRC Study Type: A

Correspondence

Study Team Correspondence
Activity
E;:np,g] Approved

£f See Approval Letter
EIj Submitted Contingencies

gWe have addressed all of the concerns o

Eg-%r.f] Posted Correspondence

£% We have made the requested changes in the
[cors| Approved with Contingencies




/= IRBMED: University of Michigan Medical School - Windows Internet Explorer
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Previously Approved Projects

2|8 E

Note: When submitting the renewal application if is helpful to check if the informed consent
template has been changed in & manner that impacts your study. See the What's New. Informed
Consent Templates page. REMINDER--Update to the new IRBMED Informed Consent Documnent
Template required on new studies, a subset of renewals (eResearch sfudies must update via an
amendment application) and informed consent amendmenis submitted after 11/1/2007

Projects Approved in the Legacy (paper-based) system

* Previously Approved Application
Projects approved in the legacy system must use legacy to report adverse events. ORIOs,
amendments, scheduled-continuation review (SCR), and termination until notified that the study

P T S
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e
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IRBMED Approval Request: Previously-Approved Praject

[The University of Michigan Medical Schoel
Instirutional Review Board for Human Subject Research

IRBMED
Argus T Building
£17 W, William

Ann Arbor, MI 481034943

(734) 7634768 phone
(734) 763-9603 fax
http://www.med.umich.edu/irbmed
HOW TO REQUEST REVIEW OF A
PREVIOUSLY-APPROVED PROJECT

This documenthas aninformation section (General Information & Specific Information),
and an application template section. When youhave completedthe template section. please
delete the nformation section, and submit to the IRBMED one printed copy and one
electronic copy (saved in RTF format) of only the completed template and required
supporting documents an €D or disk.

GENERAL INFORMATION
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v e ik sd i hatensu ame htm fara amaraare af TREAET Annlicatinn Farm chanass




The University of Michigan Medical School
Institutional Review Board for Human Subject Research (IRBMED)
. 4558 Kresge Medical Research Building 1; 200 Zina Pitcher Place; Ann Arbor, Michigan 48109-0570

niversity of Michigan Telephone: 734 763 4768 < Telefacsimile: 734 763 9603 «
Medical School Electronic Mail: irbmed@umich.edu « Internet Web Location: http://www.med.umich.edu/irbmed

NOTICE OF OUTCOME OF REVIEW OF HUMAN SUBJECT RESEARCH

FAX TO: 7-####

Guy, Newbie (Principal Investigator) s IRBMED #: 2002-30802
Project Title: Quality of Food and Diet in the UMHS Hospital Unit
Sponsor & Its Identifier Code: Nabisco 362 = Local Identifier Code: QA 0000
Submit Date: 02/26/2003+¢ Receipt Date: 02/27/2003
Previously Approved: Direct involvement of human subjects (prospectj):

irouis, observations, or other similar methods.

Application Type: Amendment: HIPAA
FDA-Regulated Test Articles: No test article used.
Vulnerable Subjects: Children, Mentally Disabled Persons, Preg
potential

Informed Consent Process: Assent, Comprehensive written
HIPAA Compliant: Yes

Initial Risk Level: No More Than Minimal = Submission

Approval Date of Most Recent Version of
h of Project Approval:

Information on the project and the outcome of the rg

CORRELATE
WITH YOUR COPY OF
THE APPLICATION

vs, focus

DOUBLE
CHECK FOR
ACCURACY

pman with Child Bearing

RECORD OUTCOME , DATE AND
ANY RISK CHANGE

aragraph above. The content of the

submitted material conforms to relevant regulgj ALSO of Michigan. If the descriptive
paragraph indicates that a “Comprehensiyg e UPDATE nted, all copies of the consent document
are required to display the following i =y RECORD B Paragraph:] CONSENT Archive Number. [2] Approval Date of
Most Recent Version of Consent Document. [ IN te of Project App] DOC IF bcriptive paragraph acknowledges that the

project has been terminated, all activity involMMULTIPLE  Fects will have c NEEDED  [hnd will not resume unless reviewed and
approved by the IRBMED as a new or extensio PL\/;\V(I:'II'EI'IS &
MULTIPLE

The investigators are required to report to the | nned changes in study, and do not implement any change
hrd to subjects, [ r unexpected adverse events, and [3] any

b risk/benefit ratig

new information on the project that may advers

The investigators are responsible for applying D to receive Scheduled-Continuation Review and Approval of the project
about eight weeks prior to the “Expiration Date 0 ect Approval” shown in the descriptive paragraph. In case IRBMED approval is
not secured prior to Expiration Date, subject recruitment activity will cease, and no research interventions will be administered to the
research subjects except to eliminate immediate hazard.

A list of IRBMED members is available at the IRBMED Internet web site (“Membership Roster (IRBMED)”). This Notice of Outcome
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We’'re here for you!

m Assistance Is available during business

hours:

m [echnical Help Desk: 936-7000

m Application Assistance: 763-4768 and say you
nave a question about eResearch
m Regulatory Assistance: 763-4768 and say you
nave a question about eResearch

m Also, “STARS”-- Speak To A Regulatory
Specialist, 763-4768 and ask for STARS.
m Tues-10 a.m. to Noon, Weds-1 to 3 p.m.
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