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RESEDC Compliance: s

stittitional Review' Board (IRB)
RES 'J, 3lich Misconduct

5 __( Uiality’ Assessment & Improvement
= égram (QAIP)

-‘f Instltutlonal Biosafety Committee (IBC)
— # Radiation Safety Committee (RSC)

o Committee for the Humane Use of Animals
(CHUA)

SUNY Upstate Medical University
2/26/2009




R— C ] T

COHa orative Q§tltut|0|qai-aﬁ|n|ng"
fIfC)e C
SINaculty, staff and students, who

r)rJE 1C|pate In the conduct of research
Avelving human subjects, are

'qwred to successfully complete the

—
—
-'

-
’

web based education program, CITI.
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SNeETification of completion for the
err FEITI training program is valid
rr Shree years. Re-certification is

= r qmred every three years thereafter.

[~ —x — ra—

"‘“’-J-t-'

Ohttp [/WWW.upstate.edu/resear
chadmin/irb/citi_reg.php
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2 Society: of Clinical

Research Associates

O-ACRP: Association of Clinical
Research Professionals
http://www.acrpnet.org/
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RoIEssIonal OrganizationssProvider™

ﬂcatlon Programs
1t‘ sational Programs & Workshops
IAnual Conferences
':""’Professmnal Journals:
- -—"SoCRA Source”
-“The Monitor”
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WEC ucatlonal OPportunities:iass

SEOPIC5 AP EoE At OB USerulNo) GVIE
opportunlty to visit withs other CRAS,
clfle unch (~ monthly)

e
—

%ﬁésearch Forum’: Quarterly newsletter for
— the Office of Research Administration

e Health Sciences Library
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. DHHS: 45CFR46 4

(the Common Rul"ff

JIPB JEMDETS [P and functions
o [rife med Consent

\ﬁ ltlonal protections for vulnerable
= populations:

—Fetuses, pregnant women, in-vitro...
—Prisoners
—Children
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_egulati_ons:-'-e"' -

F 50 Pretection of Human Subjects
254: PI Financial Disclosure

=21 F'R 56: Institutional Review Boards

"-ﬂ- -

= 21 CFR 512:Invest. New Drug Application
21 CFR 812: Invest. Device Exemptions
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~ "EDA Form:1571: -
;r.»' |gat|onaj New Dr-ugf(TND)

rJr\’,) rlmary ebjectives:
S5 Slire! the safety and rights of subjects (in

gll'phases of investigation)

= fHeIp assure that quality of the scientific

-~ evaluation is adequate in evaluating the
drug’s effectiveness and safety (Phases 2
and 3)
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S 'Statement of In\7éStigator”

o S ""arizes what the FEDA reguires
for-a racceptable clinical study

= _g_tement off qualifications (CV)

-
- -

= f’Invest|gator S sighed agreement to
“conduct study according to the current
protocol and in compliance with federal
regulations
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,S:FSUSpect are associated with the
- drugs and medical devices they
prescribe, dispense, or use
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T bfﬂce for Huma man. .

@D 'z rch Protectlons

arr of DEHES

IOV 1des eversight and guidance for
iimani subject research

'r,-,‘

- N
- ;.elevelops educational programs

: —FWA IS the formal agreement with OHRP
~ tercomply with the regulations pertaining
to human subject protections
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HIPAA Reglilations:
The Pﬁvacy Rule

ts the use and
dlsclosure of protected
health information (PHI)

SUNY Upstate Medical University
2/26/2009



RIPARSINotice ofi PrivacysPractices™

e, SO

SIstaue’st Notice of Privacy Practices
( J\ F P) must be provided to research
Bjects (I not waived)

use or disclose an individual’s PHI, the
individuals rights and the institution’s legal
duties
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AIPAA -
NSELate 5 NOtice O Privacy, Practices can'

DE [ "inted irem the' IRB and other Upstate
wer: sites, or hardcopies can be obtained

—

th @ugh Central Stores

= ‘-"’,-JMay be different from medical office NOPP,
50 make sure the Upstate NOPP is given to
reésearch subjects

s Document that NOPP was given
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Ewdelmes o) S
ood Clinical Practlce (GCP)

SNV iternational ethical and' scientific
c| JfJe By standard for designing, conducting,
re rdlng, and reporting trials that involve

LS.

mpllance provides public assurance that

1. the rights, safety, and wellbeing of
trial subjects are protected

2. the clinical trial data are credible.
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ISIINGEP Guidelines: --.g; :\

| e - *
SNiiermMEd Consent Process '
SYiGCUrate collection of data
Vaintaining of audit trails
— SReporting adverse events
- e Record retention
o hiéltfp://www.fda.gov/cder/guidance/959fn|.
P
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P
U‘p\ ate IRB_ |
ellnes ana PoI|C|es

/WWW Lpstate.edu/researcha
n/|rb/pol|C|es_gU|deI|nes php
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0

\
° y
® double blinded

® study visit 23...
Blood draw #6.

Sign
jere.

in~




{UIESS you Ve studled medicing, you don’t
'/mov’v What'you're signing. It was Greek
WO i€, No one ever really explained

¢ ythlng to me. They handed me the

!-— papers and gave me a lot of time to look
~them over. I just asked a few questions,
then went ahead and signed it. That was
probably a stupid thing to do.”
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el 'ne\/ Wanted to make sure I knew exactly
Widathe terms were. They explained
Wk rythlng very well and said what the

= :Jsks Were and side effects might have

——

"been And they were forever reminding
~ me that if I had any problems to call
Immediately. They also made it clear that
I could ask guestions or stop at any time.”

-
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Lrifors Conégnt:

Ir) or; ed consent IS a

,)rr cess by which a subJect
sluntarily confirms a
~- Jllmgness to participate in a
partlcular trial, after having been
iInformed of aII aspects of the
trial
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nro ned Consent KeyaWords: =

2roe eSS'
s ¢ _gomg interactive dialogue

‘ :Begms before enrollment

= “® Continues until participation Is
complete

—
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nro ned Consent KeyaWords: =

\/f : ry:
SWithout undue influence

Without improper reward

s without manipulation
e without use of authority
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nro ned Consent KeyaWords: =

e, SO

FJJU jed:

o Lp) Srmation sufficient in amount to

-m. e a knowledgeable decision
“' At the correct educational level

“e1n language that is understandable
to the subject
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g a& Q=
=ntForm), IRB Stampfﬁ

J%n St i nmust.

st
P
5 stamp signifies IRB approval

=23 The stamp contains the expiration
— date of consent form, and may
contain a revision date
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WILNESS Signature
REGlIatory Re‘qturem
\n:vvf ~ NQ

W : 1ess signatures are included
T he sponsor or IRB requires it

'

asons to Include a witness signature:

-

L —

~ -High risk studies
-Studies involving vulnerable populations
-Investigator protection

e But...if a witness line is there, use it

SUNY Upstate Medical University
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§SPECImEN banking”
801 future contact”

Unless completed you do not
Rave written permission to
conduct options. Consider
moving box'to;signature page.




J\/Jm«:‘i‘ that all' lines of the signead
fo sent document are completed, and

t t each signature is personally dated

. Make sure that every enrolled subject
receives a signed copy of their
consent form, document that you did

SO - SUNY Upstate Medical University
2/26/2009




J J\Jev r USE an unstamped consent
{60 ~ument

%-"' Always use the most current

= approved version of the consent
document

SUNY Upstate Medical University
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Jj@:a- all PAJES Of orlglnal S|gned
e0) sent decuments for every

Shiject you have enrolled

:" (even screen-fails)
“» Never make handwritten changes
to any. consent document - -i;‘\

SUNY Upstate Medical University
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SONSENT Must,Be:

SI6bteined prior to any study
Biecedlre; including screening

-

> -
-
Sy

e
- - "
.
i
-

-
s -
-

— e pbtained by a study team member

~ listed on the IRB application who has
the authority (granted by the PI) to
obtain consent
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® Organize
¢ Organize
¢ Organize




= ‘
SuliEADOCUMERLAtIons

~T0) F|Ie
S r e IDOCUments: raw: data’
S hespitall and clinic charts
éflaboratory and radiology reports
;.-~ ~EKGS
; % [aboratory Documentation:
-University Hospital Pathology Manual
-CV. of Lab Administrator
-lab certification
¢ Subject Enrollment Log

SUNY Upstate Medical University
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SUNY Upstate Medical University
Subject Enrollment Log
Principal Investigator:

IRB#

Study Title:

# subjects approved by IRB

Subject name or number

Date enrolled
(signed consent)

Person
Obtaining
Consent

Subject Given
Signed Consent
Copy

Subject Met
Eligibility Criteria?

10

11

12

13

14

15

16

17

18

19

20

11/2/06




&L
Audits
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= AIP Site Visits

—
i
_ﬂ

0Sponsor Visits
s FDA Audits
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—a—

- f IP: buality ASSessment &
" - w!
| -Improvement fojejizlng

eblishied in the fall of 2005

Jg) st (IRB) approval internal
; nltormg program

rowdes subjects with an extra level
_— of protection by reviewing the
— conduct of the study in real time

® Over 90 site visits conducted so far
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- . .
‘ . — .
QUiElityAASsessment: & ImprovementiProgram:"
J cor) . cts routine study-site visits

y 'r)ro\f en-site education to PI/staff
gests Pest practice procedures

D
- ‘1' jestigates problems or complaints

-
—r—!
—.‘
-

=

=% “provides the Vice President for Research
and the IRB with info on compliance

® can act as a liaison between the
investigator and the IRB

SUNY Upstate Medical University
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. —
S er- "of QAIP Site) Vqs“f' -

‘?I'nterview
,‘ "Records Review

".28
su

& Wrap-up Meeting
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SPEASE/CRO MonItoring, VISItS: s

0 FOf studles that'make a high contrlbutlon '
*Sponsor S development programs

g eI stitdies where it appears there may
= be compliance problems

‘3 For studies where the sponsor knows or
suspects there will be an FDA audit

e Periodic routine oversight

‘."
= %’
_2

SUNY Upstate Medical University
2/26/2009




- ‘ i
EDAVAUCILS: 5 types i s

SEBIGEGUIValEncE SHUEVAINSPECLION: ‘
WihEnronErstiay Isttne solerbasis for
gl :I’ng 'S approval)

J ‘_\ tudy-related: (studies that are
mportant to a New Drug Application)

| ;2.3.‘:’ Tnvestigator-related: (a large number
= 0r pivotal study, work outside PI
~—  specialty, findings inconsistent with
other sites, sponsor or IRB concerns,
subject complaint, etc.)
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(fross)

(\n
)
I—I
I—I

J F

e *ﬂ.—x’

PECRC'S GUide to Coordinating Clinical Re,ggarch)

feW LLastaThoughtss™

2 afety and well- belng of your study
c_s dlWays comes first

Stal ||sh a good, collegial working ?

felationship with: your investigator

'-Kﬁow your protocols and case report
fiorms thoroughly

— -- Keep: organized
® Read the regulations

SUNY Upstate Medical University
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&
-t

NIR0r yoUr SPeRSer MOonitorsias  the
mER alifoff the team

I DE affiald to admit you don't Know
MEing—find out
BItE; afiaid to admit mistakes

— e

ESEREmember that you are
= making a difference in ¢ ¢ ,@\ ?
~ people’s lives WO

e Be nice |

® Smile

SUNY Upstate Medical Uni
2/26/2009




gontact Info: QAIP s

. Rol _;;i,n Cerro, NP, MSN

Py *
-

——

= Uallty Assessment & Improvement
: "@'-'Program (QAIP) Coordinator
-~ 315-464-4317

Cerrer@upstate.edu
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e _ -
soptact, Info: IRB Office =+

—

SEMartI SENec ict, RN, BS|\ S
IRBYABCHACMINISHAter sC ChIEF Compliance; Ofificer or
r)~—‘38c_'
5il5-464-4317
|cm@upstate eal

atrlck Hickey, BA
,—_=>_.-:-j RB Coordinator
— 315-464-4317
= = ickeyp@upstate.edu

e Lynn Gleason
Administrative Assistant
315-464-4317

d Iea SOIV@ u DStateﬁiﬁdupstate Medical University
2/26/2009




E—
¢ Caitle Rio: Research Dey_ejemepL

“—

BC ¥bara Humphrey
search Pevelopment Coordinator
‘._._we =459,
= ‘“6'4 4318

- humphreb@upstate edu
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ct !nﬁ’o Sponsored Programis .
= Glinicall Trials™=

SYavIdW. Temple
JerCEC Research Administration
'EemJ C @upstate edll

e j mferA Rudes

sonsored Programs Assistant & clinical trials
= rudesl@upstate edu

p—

= Kathleen E. Pazaras
Administrative Assistant
Pazarask@upstate.edu

Phone: 464-5476
“FAX2464-5386




The IRB and IBC

w Board &
fety Committee
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What is an IRB?
« 1]

= An administrative body established to protect
the rights and welfare of human research

subjects recruited to participate in research
activities.

SUNY Upstate Medical University
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What is Research?
« 1]

Federal Regulations define research as:

“A systematic investigation, including research
development, testing and evaluation,
designed to develop or contribute to
generalizable knowledge”

SUNY Upstate Medical University
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What is a Human Subject?
S

Human Subjects are defined as living
individuals about whom an investigator
conducting research obtains:

= data through intervention or interaction or,
= identifiable private information.

SUNY Upstate Medical University
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IRB PURVIEW
<

e The IRB reviews ALL research involving human subjects

This includes:

— human tissue
— medical records

— surveys of human subjects

e Applies to human subject research conducted by our
faculty & staff - on or off campus.

SUNY Upstate Medical University
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IRB Meetings
c--

e A majority of the IRB members must be present
to convene a meeting

— including at least one non-scientist member

e A majority (of the members present) vote is
required to pass any motion.

e The Upstate IRB meets monthly

SUNY Upstate Medical University
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IRB REVIEW
<

e A comprehensive review includes:
— Scientific Review
— Ethical Review
—- Compliance with Regulations

e Research may need additional reviews (e.g.,
UH, SU, VAMC, etc.)

e No one can reverse a disapproval by the IRB

SUNY Upstate Medical University
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Scientific Review- An IRB Obligation
—

e The principle of beneficence (Belmont
Report) requires that the study design
can answer the research question

e \Without an adequate research design
and implementation, the study is
useless, and does not therefore justify
the use of human subjects, regardless
of the level of risks involved.

SUNY Upstate Medical University
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How the IRB Review Works
« 1]

Study Design Subject Selection:
Risk Assessment Who & Where
Benefit Assessment
Study Team (COls)

Informed Consent Process
Voluntary Participation
Privacy& Confidentiality

Recruitment &how & when)
SUNY Upstate Medical University

2/26/2009



Requirement for IRB’s to Monitor Approved
Research

e Continuing IRB review of all approved studies is
required
— at intervals appropriate to the degree of risk,
— but not less than once per year.

e The IRB determines the approval period at initial
review.

e The IRB has the authority to observe or have a third
party observe the consent processsgad,{he rEsSarchsi,

2/26/2009



Common Rule Privacy Rule

1. Choose an Entree 3. Pick an appropriate
= ' wine to complement

your entree

2. Choice must be based

on criteria outlined 1n the
common rule (45CFR 46).
IRB Review 1s based

on the ethical principles
(respect, beneficence, justice)




The Mission of the IRB
G

TO PROTECT THE RIGHTS AND WELFARE
OF RESEARCH SUBJECTS

“If we knew what it was we were doing, it would

not be called research, would it ?”
Albert Einstein

SUNY Upstate Medical University
2/26/2009



Institutional Biosafety Committee
S

e [he National Institutes of Health has official
authority over IBCs

e The IBC reviews research which involves
- recombinant DNA
- infectious agents
- bio-hazardous agents

SUNY Upstate Medical University
2/26/2009



What is the purpose of an IBC?
-

e The IBC reviews recombinant DNA research
projects for compliance with the NIH
Guidelines.

this includes:
- Containment levels
- Facilities
- Institutional procedures and practices
- Training and expertise of personnel

SUNY Upstate Medical University
2/26/2009



Why is an IBC needed?

c--
e [0 protect the public

e [0 protect the environment
e [0 protect the investigator
e To protect the staff

SUNY Upstate Medical University
2/26/2009



Human blood, fresh tissue, & body fluids

e Because all human blood, fresh tissue, or
body fluids must be regarded as possibly
infected with blood borne pathogens, the
Upstate IBC will:

— review procedures for safe handling

- inspect Upstate research facilities where human
blood, fresh human tissue, or body fluids are
used, or research facilities used by Upstate
research personnel, to ensure maximum safety.

SUNY Upstate Medical University
2/26/2009



IBC Review Procedures for Clinical
Research vs. Basic Science Research

— Different application forms, policies and
requirements

— Clinical research generally does not require
review at a convened IBC meeting

— Site visits are always required for research using
human blood, fresh tissue, or body fluids

SUNY Upstate Medical University
2/26/2009



Training Requirements

e All employees working with potentially
iInfected substances must complete the
training offered by the Department of
Environmental Health & Safety, and
extended training offered by their laboratory
supervisor

SUNY Upstate Medical University
2/26/2009
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“Somehow I was hoping genetic engineering would take
a different turn.”

2/26/2009




Access to Patient
Information
and Electronic Data

Cindy Nappa
Institutional Privacy Administrator



Access to CAIS for Research Purposes *

Privacy & Security Rule require ‘role-based access’ (RBA)
controls

Implementation is a balance between technology capabilities
and policy/procedure

No perfect RBA model as long as human behavior is part of the
equation.

Must only access records of research
subjects

* Administrative Policy P-45 US€"&'Dstlsse W PHI f6F REsearch Purposes



Access to Electronic PHI for Research

>

.
e I~

If not in direct patient care role: fD /N

Study must entail recurring data needs 4

Justification that it is not practicable to obtain PHI from other
sources

Access not granted for reviews preparatory to research

Must be listed as a study team member on the approved IRB
application

SUNY Upstate Medical University ~ 2/26/2009



Process for Obtaining Access to E-PHI

Completion of the following:

Research Request for Access Forn—)> Completed by Pl and
Requestor; serves as attestation that pre-requirements have been met
and conditions of access

Review and Approval by the Privacy Officer——) forwarded to the
Security Coordinator

Access set-up under ‘Research Viewt—> search by medical record
number or two identifiers

Cyclic/Response Auditing—) determine accounts accessed and
Utlllzatlon Of access SUNY Upstate Medical University ~ 2/26/2009



Rl £ o e
Clinical Trials

Budgets and Agreements

Role of the Research Foundation of
SUNY

SUNY Upstate Medical University
2/26/2009
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m A 1977 Agreement between SUNY and the RF
provides the RF with sole authority to administer
sponsored program activities.

®m The RF is a private, nonprofit, 501(c )(3)
educational corporation. It is not a state agency.

™ Signatory on all contracts, agreements,
amendments. (PI's are not authorized to sign)

SUNY Upstate Medical University
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CTO Services

Ceniral contact point for SUNY Upstate
researchers, coordinators and sponsors

Match study opportunities with our
researchers

Coordinate and track clinical trial pre-
award contract process

Assist w/ Budget review and negotiation

Maintain CTO website:
http://www.upstate.edu/researchadmin/clintrials

SUNY Upstate Medical University
2/26/2009



Budgets

= CTO Fact Sheet
= 1X Fees
- Indirect Cost Rate

- Patient Costs (Professional &
Technical Components)

SUNY Upstate Medical University
2/26/2009




Clinical Trial Agreements

= CTO receives the ‘Draff’
agreement/budget.

= CTO routes draft to RF ... constant
contact while under legal review.

= RF review ... involves language content
only, ie.. Indemnification,
publication,etc.

SUNY Upstate Medical University
2/26/2009
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= When budget and agreement are
finalized by all parties. CTO receives
either hard copy/elecironic copy for PI
signature. (Coordinate w/ CRA to obtain
signatures)

= Fully executed received, IRB approval
obtained, CFS received - RF account
established.

SUNY Upstate Medical University
2/26/2009



Clinical Trials Office

Jennifer A. Rudes, Clinical Trials Officer
Kathleen E. Pazaras, Administrative Assistant
1212 Weiskotten Hall, Syracuse, NY 13210
315-464-5476 / FAX 315-464-5386

Just give us a call - or come onin!
Open Monday - Friday, 8:30 a.m. to 4:30 p.m.

SUNY Upstate Medical University
2/26/2009



Gerri Paparella

Research Billing Coordinator
Financial Services
University Hospital

464-4824

SUNY Upstate Medical University
2/26/2009
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Careft JJ\/ [EVIEW  Stlidy protecol

IGER c_ 11 clinical services

r’ |ate pbetween “routine
~es” (SOC) and “research

ffe
)\

Ervices”

~ T L
Kl —

e -@"btam pricing information for
~— — Services to be paid from research

i ~ ~grant

e Negotiate a realistic amount from
Sponsor

SUNY Upstate Medical University
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sUEgetng for Clinical Ser jcag™
~Tips

2 roy where eachrsenvice willfoe prowded e. g >
CR J UH clinic, MSG private office

Py '*
-

—

g w speaﬁc CPT code for services

,_;.-— - -
e -
—‘@--

,’.

‘Obtaln professional and technical fee for services

® [Factor an increase in costs for multi-year study

SUNY Upstate Medical University
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Ob't: Inilgle FeeJnformati@ﬂ' -

SEOShital Services — (e.q. technlcal component for
clip) s*VISIt or'radiolegy, use of OR, lab services
ec_m icontact Anne Hoston in Financial Services-

Sciall comcoord@upstate.edu, phone 464-8384

O'Professmnal Services- (e.g. UH clinic visit,
~ radiology, ECG interpretation) contact the
appropriate MSG

SUNY Upstate Medical University
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RVEBUdgetMistakessHms

) Adeg ptingl the Spensor’s proposed budgét
WJrr UL quantify your costs

L 1] Orlng @details of the protocol

BSINOL seeing case report forms before
“‘T'nallzmg budget

~ » ot obtaining accurate fees (professional
AND' technical)

e Accepting any loss

SUNY Upstate Medical University
2/26/2009
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Research Grant
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\/\ AValS it Important to delmg_ate
Ozl /Ef ent reSpORSIDIlity’? :

e, SO

JJJ g IASUraNCce; fior payment of Services
Srmeets the guidelines established by
rz gaicarne, Medicaid or any other payer as

. 'fesearch" IS fraudulent billing. Submitting

=~ 3 false claim to Medicare may result in
substantial civil and possibly criminal law
penalties, sanctions and exclusion from
future participation.

SUNY Upstate Medical University
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WisyAVErhave,a Processps

JiBlaakess concerns of the government
2iric o provide safieguards that medical
SEN jices provided to subjects enrolled in

el

._‘ Besearch studies are billed to and paid by

m-—

——{he appropriate entity

SUNY Upstate Medical University
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BT N'G'EROCESS -
———

Coyss) ;) 18'CFS (submit to C1O) or “Research Billing FormZ (submit
{0.PFS)

e, SO

U pon *B approval & issuance off project/award number notify IMT

QJEle CAIS access (CRA View). Complete Request for Access to
ﬁJac\cc individually: Identifiable Health Information (IIHI) for
ws-. PUrFPOSES.

® (ODbtain access to HBI for “Weekly Research Billing Report”

e On weekly basis obtain/review “Research Billing Report”

SUNY Upstate Medical University
2/26/2009




”céﬁentinued) -
— ; _“(-' —

-‘__
FOf Saeh ubJect on report indicate' whether charges are “routine” (SOC) or
m:::mg:

S Logrlit yr [Feharge determination Vvia email torPatient ACCess Services (W|th|n 7 .
cevs)

YOUY 1’;Be pilledfior hospital services per your determination

Pd\zr hospltal bill,- if this corresponds to your review determination, complete
RES arch F?undatlon P.O and submit to Research Accounts Payable ‘for payment to
et ospﬁa

e S——

!‘ IfJ;nospltaI bill-is incorrect or if you have questions about the bill you received contact
~ PES (Bobbi-McBride 464-8092).

\évg}%n study subject disenrolls or participation is terminated remove research flag in

When study is finished but before research account is closed notify IMT & PFS

SUNY Upstate Medical University
2/26/2009




Researnch Billing ContaciSyss

' C'i:]r Irabeltherpricerefarospitalservice(s)-
Heston

s Ion apout charges listed on “Weekly

}

ev giich Billing Report™ Jackie Wheeler

=3 @Uestion about a hospital bill you received —
_;_:1{ %@bbl McBride or Gerri Paparella

= Question about the research billing process-Gerri
Paparella

® Question about the price of a professional
service- Applicable Medical Service Group

SUNY Upstate Medical University
2/26/2009




OTHER QUESTIONS 2?7?72
Not Sure Who To Call!

Contact the Research Billing Coordinator @ 464-4824 or
email rschcood@upstate.edu

SUNY Upstate Medical University
2/26/2009







