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Terminology

*Technical Services — Services billed out by the Hospital (Dartmouth Hitchcock Medical
Center [DHMC]) .

* Professional Services — Services billed out by the Clinic (Dartmouth Hitchcock Clinic
[DHC]).

* Itemization — Itemizes the services, labs, etc for a particular visit number and date of
service.

« Statement — Invoices all approved visits that have outstanding balances as of the date
the statement was printed. [Please note: RMD will ‘drop’ a visit to a statement if they
have not had a timely response from the study bill reviewer.]

» Medicare Coverage Analysis (MCA) — A document that determines the underlying
eligibility of the study for Medicare coverage and reviews the clinical events specified in
the protocol to determine which can be reimbursed by Medicare [or other insurance
providers] and which will need to be paid for by the study.
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Terminology

» Patient Milestone Tracking Sheets (PMTs) — A document created from the MCA
Billing Grid to help track visits and events for each individual patients.

« DH1 / DH4 — DH1 is the hospital billing system for the Northern Region. DH4 is the
hospital billing system for the Southern Region.

» Velos — Research database where all clinical trials and associated patients are entered
and tracked.

» eDH — Electronic medical records system; office notes, lab results, etc are held here.

« Compliance Research Review / Release Team — Reviews charges held to determine
whether they should be released to study or to insurance based on the final Medicare
Coverage Analysis, eDH and Velos.
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Terminology

» Study Bill Reviewer — The person responsible for reviewing patient care charges that
are released to study and approving statements for payment.

» SOC Reports — A monthly report, which the Study Bill Reviewer is required to review,
of all charges released to the patients’ insurance during the prior month. The goal of

which is to locate study charges that may have incorrectly been released to a patient’s
insurance.
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The MCA Billing Grid

HEM-ERNS;F111
[Frotocol Verskan: 27 Apill 2011 Phase Il study to evaluate the safety, tolerab nd effica
This Medicare coverage analysisisintended as a general guideline for use in determining which items and services are billable to Medicare hased upon current benefit palicies, coverage determinations, coverage decisions, and federal guidelines. All tems and servicesthat are billable to Medicare must be supported by medical necespity
Either CT-011 A&rm
[Visit Numirer -
Parameter ,m":i':r::’p‘::zml Range of CPT 1HCPCS Codes Range of CDH Codes ':d‘:;::r" Sereening Day 1 Comments
Items 8 Services
PROCEDURES,
Informed Consent 6.1 A A A B
inciusion/Exclusion Criteria 61,62 A iR IR B
I edic al History a1 A MNiA MNIA B
P hysical Exam (Initial) 9.1,9.3 See Physical Exam Appendi Q1 50C
[FriySical Exam (5 ubsequenty 51,83 See Physical Exam Appendi o1 500 S0C 500 50C_| s0C | s0C | s0C | soc S0C S0C 50C
bvital Signs” 91,83 A HiA A MB i HE NB i NB NB HE NB E] NB HE
[Weight 91,93 A WA A B NB E] HB
[Height ] A iR IR B
ECOG Performance a1 A i, i, B NB NE NE NE
T oxic ity/Symptorn s 9.1 hIA A, A B NB NEB NB NB NB NB NEB NB NB NB NB
[A.civerse EventsiMedications ] N A, A MB - Throughout the study from first study drug administration
|Survival a1 KA MIA MIA MNB - Throughout the study from first study drug administration
DRUGS
I Administration of CT-011 8.5 See Infusion Appendic at 50C 500 50C 500 soc | soc | soc | soc | soc 00 50C PerRes Mestng, Phase | nurses 1o perfomn e
infusion al the infusion suile
CT-011 - SUPPLIED 80851 A8 01209237, D”"Dnﬁuifu‘unﬁ%?gnt 001205270, Qo STV STV ST STV sTv | sTv | sTv | sTv | sTY STY STY
Presvied - Acetaminophen S00-100 mg 7.2 See Pre-hled Appendi Q1 50C S0C 50C 50C S0C | SoC | SOC | S0OC S50C S50C S50C Per Dr. Ernstoff, Acetaminophen and H1Blacker,
%ﬁb;ménmec:&;rgfhﬁue 72 See Pro-ied Appendix ot soc | soc | soc soc | soc | soc | soc | soc | soc | soc soC o o e o
LABS
[venipuncture a3 36415, 36591, 38592 B e o a1 s0C 500 s0C s0C
[Specimen & Handling Appendx 5 99001 00505159, 000508211, D0D508218, 000508231 Qi STV Eind STY
[CEC wiDiT and Flatelets 53 85026 000508707, D00508708, D0D508036, DOD50B036 o S0C S0C S0C 50C
CMP 93 Gee BMP-CUP Appendix I 50C R e S0C
571000, 51001, 81002, 61003, 51005, | DOD50B445, 000508447, 000506654, 004207050,
Routine Urinatysis 93 004207056, 004207014, 004207016, 000506653 o S0C 506 506
00508584, D00508854, 000608753, 000508004,
Hep B and C (Semlogies)? 6.1, Appendix | 86704, %57225[' %5773% 257202% BE804. | hs0a602, DODSOGTOR, 000508235 000503730, at STY To bie done orly if cinically indicated
' : 000510054, 000506635

Hiv (Semiogy? 6.1, Appendix | 56701, 86688 000508332, 000509128, 000508958 a1 STV To be done orly if cinically indicated
S erum Pregnancy Test Appendp | 54702 005081 32, 000506416, DODE0G156 a1 STV

Only tobe ardered If PET Sean I required per
Elood Glucose HiA 82047 000508267 a1 s0C s0C 800 Radiology Institutional safely guideline - Per Dr.

CIiff Belden
[CENTRAL LABS
|mr’nunngemmt_\/5 9.3 Appendicl & 5 A MIA A NB NE NEB
JANCILLIARIES
2 CT 5cans of ofher areas of disease may be

CT Scans® (Chest?Andom en/Pelvis) §.1,93 See CT-MRI and Contrast Appendices =1} 50C 50C s50C ¢lincally indicated flLe neck. extremities)

PET Scans not required but may be useful per
PET Scans Appendi [V 88, 77?321125 773895103 77638610"9 78815, Du%é%nufszzas Dunuzzgnug?un:«) 3002;990077553;14 DUDUIZBQDU?;U; al 50C 50C 50C page 51 pratocal. Corfirmed at Rse Meesting that

. d : : g Dr. Emstoff will only order i clinically indicated
Erain MRI 6.1 See CT-MRI and Contrast Appendices Q1 30C
Bone Scan will only be ordered i clinicall

Gone scan - 78300, 76305, 78306, 78315, 78320, | 002007085, nnzamuauﬁzgonenezzimaap 002007558, o soc e e bhiind WVD’
Electrocardiogram 93 3000, fiﬁﬁﬁsagﬂn??;%ﬁ“UUﬁC‘ 004206643, 000293005, 004206031, 004210744 a1 STY STY STY
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The Compliance Bill Review
Process

e Clinical Trial identified in Velos/DH1/DH4/PPM
« Patient linked to study

o Capture patient charges
1. DH1 - downloaded weekly
2. DH4 - downloaded monthly
3. PPM (patient protocol manager) reviewed daily

* Review patient charges
» Using the final MCA, e-DH & Velos calendars to determine responsible payer
» If insurance, identify the appropriate research codes to be applied to claim

 Release charges from hold
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The CTO Bill Approval Process

* Using the PMT/MCA Billing Grid, approve or reject services listed on the itemization.
* Cross services off the PMT as approved.

* Send itemizations, with approval or rejection indication, back to RMD Research
Billing.

» Save copies of itemizations behind patient’'s PMT.

» Upon receipt of statements, match approved itemizations to statements.
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Patient Milestone Tracking Sheet

Patient Name: MRN #: Pt ID#:
Schedule | WeeKly x 3, on days 1,8 and 15 of a 26-day cycle TSRO
Pretreaiment Treament Extension Extension Extension Extension Teminaton
kems & Services Range of CPT / HCPCS Codes Range of CDM Codes Screening Cyce 1 Cycle 2 and beyond Cycle 2 and beyord Cycle 2 and beyond Cycle 2 and beyond Final Visit Comments
Days 2110 0| Day 1] Day 2] Day 3] Day 4] Day 5] Dy 8] Day 15 Day 22| Day 1] Day 8Dy 15] Day 22 Day 1] Day 8] Day 15] Dey 22 Day 1] Day 8] Day 15] Day 22 Day 1] Day 8] Day 15 Day 22| Witin 30 Days from last dose
Date(s) of Visit|
PROCEDURES
Informed Consent NA NA NB
Griteria NA NA N | B
Demographic Data NA NA NE
NedicalSurgical History NA NA NB
Prior Medication & Procedures NA NA NE__ | \B
nterim Nedical History NA NA NE NE | NB NE | NB | N NE | NE | NB NE | NE | NB NE | N8 | NB B
ECOG Performance Status NA NA NE__ | N NB NB NB NE NB
Physical Exan See Physical Exam Appendix ST __[STY S| STY STv | STV [ STY STV [ STV | 517 STV | STV | STV STV | STY | STV STV
Neurologic Exant See Physical Bxam Appendix NB N8 Ne | Ne N8 | NB | NB N8 | NB | N8 Ne [ Ne | N8 NB [ N8 | NB N8 2:::"’9'“‘ examwould be an integral part of the physical
Vital Signs® NA NA NB NB NB NB NB NB NB NB NB NB NB NB NB NB NB NB NB
Concomitant NA NA NB (throughout)
Adverse Events NA NA NB (throughout)
DRUGS NA WA
E6201" -- Supplied by Sponsor NA NA NB ne | ne | N | N8| NB | NB NB [ NB | NB Ne | Ne | NB nNe | N | NB
IV Administration of Chemo Drug (60-120 Minutes)" See Infusion Charge Code Appendix sTv sty [ s1v | sty [sTv [sTv ]| sty sTv [ sTv [ s1v stv | sty | stv sty [ sty | sty
LABS
Venipunciure 36415 000508444, 000506281, 004207018 STY__| STV | STV | ST | STV | STV | STV | STV | STV | STV [ STY | STY | STv_| STV | STV | STV | STV | STV | STV | STV | STY | STv | STv | STV | STV STV
Specimen and Handing 59001 000508158, 000508211, 000508218, 000508231 | _STY__| STY | STY | STY | STY | STY | STY | STY | ST | STY [ STY | STY | ST | STV [ STV | STV | STV | STV | STV | STV _| STV | STY | ST | STV | STV STV
CBC w/aiff and platelets 85025 000508707, 000508708, 000508036 S [siv ST | ST [ STVo [ STV [ STV | STV | STve [ STY [ STY | STV | STve [ STV [ STV [ STV [ STvo [ STv | STv | Stv [sTve STV
P See BP-OMP Appendix STY__[STY STY | STY_| STV® | ST | ST | STY_| STY® | STY | STY | STY_| STv= [ STY | STY | STV | STv° | STV | STY | STY_| STY® STY
3 52550 2 STY__[sTY STV | STY_| STV® | ST | STV | STY_| STv® | STY | STY | STY | STv° [ STY [ STY | STV | ST | STV | STY | STY_[ STYV® STY
OH 83615 000506641, 000508185, 000508826 SY__[SY ST | ST [ STVo [ STV [ STV | STV | STve [ STY [ STY | STV | STve [ STV [ STV | STV [ ST | STv | STv | STv [ STve STV
83735 000508202 , 000506642, 000509388 STY. STY STY | STY | STY° | STY | STY | STY [STY® [ STY | STY | STY | STY® | STY [ STY | STY | STY® | STY | STY | STY | STY® STY.
Uric Acid 84550 000508298 SY__[sTY STV | STY_| STY® | ST [ STY | STY_| STv® | STY | STY | STY | STv° [ STY [ STV | STV | ST | STV | STY | STY_[STYV® STY
000508132, 000500416 000509156, 000506401,
Pregnancy Test (serunvurine) 81025, 84702, 84210 000508491, 004207084, 004207062, 004207001, STY STY
000506703, 000507013
Urinalysis 51000, B100L 000508448, 000508447, 004207050 SY__[sY ST | STv [sTve STV [ STV _[sTv° STV | STV [sTve STV | STV _[STve STV | STv [STve STV
PT 85610 004206780, 000508240, 000508281 STY STY STY
FIT 85730 000508094, 000508283 ST __[STY STY
Peripheral Biood for I8, 16" NA VA STV [STV [ STY Centrallab
Peripheral Blood for circulating tumor Cels/BICS NA NA STV [ Siv [ Siv S| sty Centrallab
PK Blood Collection NA NA STV [ STV Central lab
[ANCILLARIES
VRI-or- CT Scans of ChesuAbdomen/Pelvis with/w ithout See CTIMRIand Contrast Charge Code Appendices sTY sTY sTY sTv sTY sTY
Contrast - prof
N;;(’[‘;'s'((j‘[:c‘;a”s of ChesAbdomen/Pelvis with/w ithout See CTIMRIand Contrast Charge Code Appendices sTY sTY sTY sTY STy STy
78300, 78305, 78306, 78315, | 002907985, 002907551, 002907557, 002907559, Bone scans should be performed every 6 cycles, betw een
Bone Scans - prof sTY sTY sTY sTv sty sTY
ne Scans - pr 78320, A9503 002908621 days 22 to 28 of the cycle, or as clinically indicated.
o Seams - eoh 78300, 78305, 73306, 76315, | 002907985, 002907551, 002907557, 002907559, | o1 o o~ o o o Bone scans should be performed every 6 Cycles, betw een
78320, A9503 002908621 days 22 to 28 of the cycle, or as clinically indicated.
Photographs of Skin Lesions NA NA sTY
ECG' - prof 93000,93005, 93010 004206643, 000293005, 004206031, 000293010, STY sty | sty STY STY STY STY [ECG machine provided by sponsor - only professional
000409662 reading wil be charged.
[ 9300093005, 93010 | 004206643, 000293005, 004206031, 000293010, | <1 | g7y | s7v o o o o ECG machine provided by sponsor - only professional
000409662 reading will be charged.
Tumor Tissue Core Biopsy" (biomarker screen) NA NA sTY sTv
Archival Tumor Tissue NA NA sTY
| BRAF-Mutation Analysis? (central lab) NA NA NB
Surrogate Tissue: SKin Biopsy (5Mamim, SUb-Q. Upper A A . - Fistorical issue samples Wil be Used. Study charges wilbe
thorax or icular or upper extremity) (Central Lab) for lab processing.
Noted in ICF under section "Screening Tests and
©otel Accommodations A A orv | sty | srv [ stv | sty Procedures”, "due to schedule of research related biood
o testing done during Cycle 1. ***Hotel stay only required for
oycle 1+
Noted in ICF Under section "Screening Tests and
veal Vouchers A A srv | stv | st | v [ srv Procedures”, "due to schedule of research related biood
testing done during Cycle 1. **Hotel stay only required for
cycle 1+
For Footnotes: See TAB "Footnotes Schedule |, Wkly dosing"
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HMC ltemization

A Dartmouth-Hitchcock ITEMIZATION OF CHARGES
Business Office - Mary Hitchcock Memorial Hospital
One Medical Cenler Diive: Business Hours
lebanon, NH 037560001 &00 am - 8:00 pm Monday- Thursday
BOD 2684783 8:00 am - 5:00 pm Friday Page: 1
9:00 am - 1:00 pm Saturday

PATIENT NAME

[Patient Name | Di’fﬂf/

weoca  (Patient MRN |
RECORD Ne: ”

Guarantor:

Study Name: HEM-ERNS;F1018 et ivee, STUDY OUTBATIENT
Billing Contact: BUSBY,CHRISTINE { w. CLINIC,DR CONV

Phone # 603-650-4305

Study MRN# 00591684-6 .. = 09/07/11 :

07/26/11 001267138 CHEMO ADMIN IN L/S’{’lq 1 516.00

> APPROVED gep 13 WM

PLEASE REVIEW CHA"G_i'
INITIAL, DATE, RETUR® “fl
RMD RESEARCH BILLIt:S
COLBURN HILL

TOTAL CHARGES $ 516.00

Form H1453-Laser rev.(922/09)



Dartmouth
Medical School

DHC lte

&, DARTMOUTH-HITCHCOCK CLINIC

% Dartmouth-Hitchcock

\@n
MEDICAL CENTER

W\,

1zation

IF PAYING BY MC, VISA,

"DISCOVER, FILL GUT BELOW
MASTER CARD MISA

EHICA DPRESS  DISCOVER
“e’ Tm T te
P.0. BOX 810 CARD NUMEBER AMOUNT

HANCVER, N.H. 03755

SIBNATIRE EXFIRATION OATE

“SHOW ANOUNT PAID RERE §

DARTMOUTH-HITCHCOCK CLINIC
P.O0. BOX 810
HANOVER, N.H. 03755

STUDY NAME: HEM-ERNS;F1018
RESEARCH BILLING CONTACT:BUSBY,CHRISTINE
WVENDOR. Af A

CT #: 005916A4-6
PATIENT: |Patient Name

(p D>

s 5 Incorrect or Insumanoe Information has changed and indicate change(s) on reverse sisé Please Detach and Fleum Top Pertion With Your Paymant.

5 T

[ Check box if ano

‘N
T

e

09/06/11
24347369
CASCO
09/06/11
24347369
CASCO

50602114-6 DHCN 09/13/11

DIAGNOSTIC RADIOLOGY/TSAPAKOS MD
MHMH OUTPATIENT
74177 /COMPUTED TOMOCGRAFHY, ABD AN
DIAGNOSTIC RADIOLOGY/TSAPAKOS MD
MHMH OUTPATIENT
71260/XRAY INTERP, CAT CHEST SCAN

L

a s

(\.@@(O\/‘L

BLEASE REVIEW CHARGES
%E%é ggs . RETURN Lﬁ;
R =SEARCH BIL

EOLBURN Ml He

Pleasa retain this partion for your records. An itemized bill will be provided upon request
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o o o [ IF PAYING BY MC, VISA, A/E, DISCOVER, FILL DUT BE! B
4y, DARTMOUTH-HITCHCOCK MEDICAL CENTER | e SA, NE._DISCOVER, Fl Low i
Mary Hitchcock Memorial Hospital y

| wssren cann MERICH EXPRESS  DISCOVER
U -
One Medical Center Drive * Lebanon, NH 03756 AR KUMBER AUt
SGRATURE T [ExPiRATION BATE

e = 5
Page A SHOW AMOUNT PAID HERE 3

[GUARANTOR: [STATEMENT DATE| 15/15/1. | MAKE CHECK PAYABLE TO:

2 Dartmouth-Hitchcock

\@n
MEDICAL CENTER

N

] ILL Al Ji
MARY HITCHCOCK MEMORIAL HOSPITAL
ATTN CASHIERS

ONE MEDICAL CENTER DRIVE
LEBANON, NH 03756-0001

*HEM-ERNS; F1018
ATTN: CHRISTINE BUSBY
CLINICAL TRIALS OFFICE
L.EBANON,NH 03756

lo, |
[ Check box if sbove address is incorrect or insurance informatiar: fras changad-ane-indicalé ehange(s} on reverse side Flease Detach and Retum Top Portion With Your Payment,

RECORD# |00591684-6 |DUE DATE | 11/01/11 |PLEASE PAY[$ 5558.63
Service Date Description of Service Charges Payments | patient Balance |
Visit No. and
Patient Name = Adj
07/26/12 |patient Name | 516.00
21531404 | STUDY VISIT
09/22/11 ADMIN ADJUSTMNT-RESEARCH | -212.13
Due From Patient ------——---—-—-—- >| 303.87
08/16/11 |Patient Name 515.00/

21596949 | STUDY VISIT

09/22/11 ADMIN ADJUSTM'NT-'RESEARCH‘ 7
Due From Patlent w-—ses—esassnie > 303.87

08/16/11 [Patient Name 847.00 /|
21596950 | STUDY VISIT

09/13/11 ADMIN ADJUSTMNT-RESEARCH| -584.50

Due From Patient --------------- > 262.50
08/23/11 |Patient Name | 516.00.

21626682 'TODY VISTT

09/29/11 ADMIN ADJUSTMNT-RESEARCH -212.13
Tue From Patlent +---—w=wcco—ms > 303.87
08/30/11 [Patient Name | 516.00¢"
21646402 TSTUDY VISIT
09/29/11 ADMIN ADJUSTMNT-RESEARCH| -212.13
Due From Patient -- 303.87
09/05/11 |Patient Name ——
21646430 | STUDY VISIT
09/29/11 ADMIN ADJUSTMNT-RESEARCH -2575.20
Due From Patient --------------- > 4107.40
RECORD# STATEMENT REBILLED TOTAL TOTAL RMOUNT
DATE INS. BALANCES CHARGES PAYMENTS DUE
00591684-6 10/10/2011 Cont.

The balance shown above is your responsibility. For questions, or to
discuss options on resolving your account, please contact Customer Service
at 603-653-1047 or 1-800-368-4783

Please retain this portion for your records. An itemized bill will be provided upon request.
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DHC Statement

diy, DARTMOUTH-HITCHCOCK CLINIC [ FPRATIG BY WE, VI, M. THICOVER, ALL T GEL0H__

&Aslf CARD RESS

P.0. BOX 810 . D W - ‘IMI‘IEIIN

HANOVER, N.H. 03755 SGRATURE [T
SHOW AMOUNT PAID HERE §

e
R 10/06/11

STUDY NAME: HEM-ERNS;F1018 DARTMOUTH-HITCECOCK CLINIC

RESEARCH BILL]ZNG CDN’“AC‘ BUSBY, CHRISTINE P.O. BOX £10

VENDOR

HANCVER, N.H. 03755
PATIENT:

09/06/11| DIAGNOSTIC RADIOLOGY/TSAPAXOS MD 846.00 |
24347369 | MHME OUTPATIENT |
CAsCo 74177/CCMPUTED TOMOGRAPHY, ABD AN
09/06/11| DIAGNOSTIC RADIOLOGY/TSAPAKOS MD 546.00
24347369 | MHMH OUTPATIENT

CASCO 71260/XRAY INTERP, CAT CHEST SCAN

Plaass retain this portian for your rcords. An itemized bill will be provided upon requost.
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Contact Information

Compliance Research Review Team:

Denise Preston — Denise.S.Preston@Hitchcock.org
Jim Fallon — Jim.M.Fallon@Hitchcock.org

Kristy Driver — Kristy.L.Driver@Hitcock.org

Lynn Langley — Lynn.A.Langley@Hitchcock.org

Pre-Award Business Operations Associates (MCA Specialists):
See Handout — “Clinical Trials Office: Division of Clinical Trial Studies”

Study Bill Reviewer:

Will be dependent on who the department assigns as the person
responsible for bill review. This may be a study coordinator, study
research nurse, or other administrative personnel.



