Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and filename in your message.

. E FORM 1B: .
DOCUMENTATION OF ELIGIBILITY
raft Screening ID # Secolrlsdary Irﬁ%ﬂrs Randomization #
EAID \ELS THID. .
T I_ U RF " AEIAGRAS AE1RANDN
I AELRDH
Randomization Date: AE‘ARDAT H Time: : L\ElRDM
Month Day Year 24 hour clock
1B.1. Center Name: AE1CNAM
1B.2. Randomization number: ARLIRANDN2
i AE[1IBH
1B.3. Date and time of birth: AEABDAT / 1 ABE1BM
Month Day Year 24 hour clock
1B.4. Has a sibling(s) been enrolled in this study ? &Yes %No AE1SEN
1B.4.a. Enter dei. . Qi
Randomization #(s): ARLSEL / (ABRLHE2
1B.5. INCLUSION CRITERIA REVIEW:
AE1GAW
1B.5.a. Gestational Age: weeks: \ days: @MSAD
1B.5.a.i. How was GA determined? (select oneAE1IGAHD
00 US <20 wks 10 Dates 20 Physical Exam AE1GA
1B.5.a.ii. Is gestational age < 28 weeks? OYes ONo
AETIAGED . -
1B.5.b. Age in days: (DOB = Day 1) AELIAGE
1B.5.b.i. Is infant between 7-14 days of life? 10 Yes 8 No
AELINT/T14
1B.5.c. Intubated and mechanically ventilated between 7 - 14 days of life? OYes ONo
1 0
' itri ide i ' ? 10 Yes 8 No
1B.5.d. Plan to treat with Inhaled Nitric Oxide if enrolled in TOLSURF~ AE1PLTRIN®

1B.5.e. Are any of the 4 Inclusion Criteria listed above answered "No"?

1 Yes o—> Complete Form 19 - Protocol Violations, Q19.2.a.
0 NoO EIIPRVIO

Continue to page 2 and answer all questions. ’

Draft
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FORM 1B:
_ E DOCUMENTATION OF ELIGIBILITY _

Draft

Screening ID # Secondary | Staff Randomization #
ID Initials

3 ?' AEE_S I) :'? )
TO I_S U RF i '-I‘D NE2ACROS ABZRANDN

1B.6. EXCLUSION CRITERIA REVIEW:
1B.6.a. Infant has serious congenital malformations or chromosomal dYes CQNO
abnormalities? (see MOP) AE2SCMCA
1 0
1B.6.b. Is life expectancy <7 da/x\%ﬂ_agi[]g at DOL 77? OYes ONo
. . . 1 O
1B.6.c. Infantis clinically unSt%I?ZEﬁ_eIM?JP&IS OYes ONo
1B.6.d. QUESTION REMOVE%EQR/F_F
1 0
1B.6.e. Treated with surfactank\g%%% hours prior to enroliment. OYes ONo
. . . 1 0
1B.6.f. Unlikely to be able to %&%%B%amdpomt data at 36 weeks. OYes O No

1B.6.g. Are any of the 6 Exclusion Criteria listed above answered "Yes"?

1yes 0—>» Complete Form 19 - Protocol Violations, Q19.2.AE2EPRVIO
0O NoO

1B.7. CONSENT and HIPAA FORMS REVIEW:

1B.7.a. Have Consent and HIPAA forms been signed and dated?

AE2CONHIP 1Yes O—>| 1B.7.b. Date signed: / / AE2CONSIGD
ONOE Month Day Year

Complete Form 19 - Protocol Violations, Q19.2.c.

Review signed ICF before answering questions below:

I 0
1B.7.c. Was parental permission obtained Eéamk%ﬁrlgples? OYes ONo
1B.7.d. Was parental permission obtained A%Bﬂﬁ&ﬁrﬁ?f@g? f) Yes 6) No

Draft
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FORM 2:
H (1] PERINATAL DEMOGRAPHICS DATA [l

Draft

TOLSURF AFD"E BDACR ;P STAIPDF'EAr\ID‘r'«

Screening ID # Secondary|  Staff Randomization #
ID Initials

2.1.

2.2.
1

MOTHER'S AGE: APDMAGE

ETHNIC ORIGIN OF MOTHER: (self identified - select one) APDETH
O Hispanic or Latino OO NOT Hispanic or Latino gO Unavailable/Unknown

2.3. RACIAL ORIGIN OF MOTHER: (self identified - select all that apply)

10 White APDRACWH 10 American Indian/Alaska Native APDRACAI
APDRACBL d'Black or African American 10 Native Hawaiian or other Pac‘%ﬁ%ﬁg\%NH
10 Asian APDRACAS 1 O Unavailable/Unknown

2.4.

APDRACNA

0
1

2

MATERNAL EDUCATION: (select one) APDEDU

O Some education, high school not complete 1.50 Some college

O High school graduate 3 O Graduate study

O College graduate 80 Unknown/Unavailable

2.5. MATERNAL MEDICAL HISTORY: (current)

25.a. Diabetes (Any) 1o Yes OoNo 8o Unknown aApppIA

2.5.b. Hypertension (Any) 10Yes 0O No 80 Unknown APDHYP
2.5.c. Asthma 1oYes 00No 80 Unknown APDAST
2.5.d. PPROM 1loYes O0No 80 Unknown APDPPR

2.6. PREGNANCY HISTORY: "
ARDGRAV
2.6.a. Gravida (Total number of pregnancies, including current):
ARDPARA

2.6.b. Para (Total number of live births - number should include this birth):

2.6.c. Multiple g\estatlon this birth: 20 Twin 33Triplet 40 Quad 00 No 80 Unknown

APDMTW

PDMGES
2.6.c.i. Is this infant a member of a monozygous twinZL O YesOO No 80 Unknown
2.6.c.i. Was there an intrauterine demise? 1 0O YesD O No 80 Unknown

APDIUD

1 0 8
2.6.d. Pre-Natal Care:-0O Yes “O No ~O Unknown APDPREC

2.7. MATERNAL CORTICOSTEROID ADMINISTRATION: APDCORT

APDCORT

2.7.a. Did mother receive antenatal corticosteroids? 13 Yes 0O No 80 Unknown

2"9 a.i. Was this a full course of corticosteroids? 10 Yes 00 No 80 Unknown
(see MOP for definition)

Draft
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B FORM 3: INFANT DELIVERY DATA B
? Screening ID # Secolgdary ﬁ%g{s Randomization #
.| AIDID ADSTHIO | .
TOLSU RF . IDACROS AIBDRANEN

3.1.

3.2.

3.3.

3.4.

3.5.

3.6.

3.7.

GENDER: loFemale YoMale AIDGEND

BIRTH WEIGHT: gms AIDWTG

PHYSICAL MEASUREMENTS AT BIRTH:
Head Circumference (to the nearest 0.5cm

):

A

IDHEADS b Unknown AIDHCU

DELIVERY ROUTE:OO Vaginal 1o caesarean 80 Unknown AIDDERT

APGAR SCORES: 3.5.a. One Minutéa\ D/

) ~AlD|
3.5.b. Five Minute

AlDj

3.5.c. Ten Minute

=il
\F5

N

AP10

N

Not recordedJO AIDAPIN

ot recordedJO AIDAP5SN

ot recorded’o AIDAP10N

DELIVERY RESUSCITATION REQUIRED: 10 Yes 0o No 8o Unknown

AIDDR

!

3.6.a. Type of resuscitation (selectall that a:RFI)B)INTV
O Oxygen AIDOXY 10O Intubation/Ventilation 10 NCPAP AIDNCPAP
O Bag and Mask Ventilation 10O Chest Compressions 10 Epinephrine

SURFACTANT THERAPY PRIOR TO ENROLLMENT: ]erS 00 No 80 Unknown

AIDSURF
/3.7.a. List all surfactant therapy doses: FOR ALL BELOW )
Date of Dose Time 1 2 3 4
(mm/dd/yy) (24 hour clock) | Survanta Infasurf Curosurf Other
AIDSTTHL AJDSTB1
1.| |aipgToTi/ DS TTML & o o o
AIDSTTHZ AIDSTB2
2. AIdSTDTZ / ADSTTM2 © ° O O
AIDSTTH3 AIDSTB3 o
3.|_laipstoTy/ AIDSTTM3 °© °
AIDSTTIH4 AIDSTB4
4 AIDSTDIT4 / AIDSTTM4  © © © © )

Page 1 of 1
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CO-MORBIDITIES OF PREMATURITY

Secondary | Staff
ID Initials

TOLSURF t™MEE | & RAC(I;lgg I_IUC'RRA'DN

4.1. NEUROLOGIC: Pre-Enrollment CMRIVH
4.1.a. IVH: 1JC'>Yes 0O No 80 Unknown

FORM 4: PRE-ENROLLMENT
S

Draft

Screening ID # Randomization #

4.1.a.i. IVH Grade: 10 Grade 1 or 2 20 Unilateral Grade 3-4 CMRIVHGRD

4.1.ai. How was IVH determined? 10 MRI1o HUSLS CTséan~ O Unknown 1= e

(selectall that appMIR|VHMRI CMRIVHHUS (N% MRI / HUS/ CT scan done)
4.1.b. Cystic PVL: 13 Yes QONo 80O Unknown
CMRPVL PVLCTS o r Ao BAA—H

CM
4.1b.i. How was PVL determined? 10 MRI10 HUS1O CT Scan10 Unknown'™ *— -
(select all that @RI RPVL MRI CMRPVLHUS (No MRI/ HUS/ CT scan done)

4.2. GASTROINTESTINAL: Pre-Enrollment

. NEC is defined as: pneumotosis, hepato-biliary gas, or pneumoperitoneum AND with one or more of the
4.2.a. NEC: following: bilious gastric aspirate or emesis, abdominal distension, or occult or gross blood in stool not
from fissure.

CMRNEC ElYes O(S\lo O%nknown

4.2.a.i. Date of diagnosis:

CMRNECD

Month Day Year

4.2.a.ii. Outcome: 4.2.a.ii. Date of surgery:

1 O NEC with surgery —3pp-
CMRNECTYPE (inc. peritoneal drain placement) CM'& NEICSY LARD
2 O NEC without surgery Month Day Year

4.2.b. lIsolated Gl Perforation without NEC:

CMRGIP EIeS (laparotomy or drain without laparotomy) OO No 80 Unknown

4.2.b.i. Date of diagnosis:
CNIRGIPD| /

Month Day Year

4.3. PULMONARY: Pre-Enrollment
4.3.a. Severe Pulmonary Interstitial Emphysema (PIE): (see MOP for definition)

CMRPIE E:E(es %No O8Unknown

4.3.a.i. Date of diagnosis:

CMRPIED /

Month Day Year

Draft
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— FORM 4: PRE-ENROLLMENT
H cO-MORBIDITIES OF PREMATURITY

Draft

Screening ID # SecolnDdary Irﬁ%iaglfs Randomization #

TOLSURF  [T13% 11 Mubdckbs | dubedulsh

4.3.b. Severe Pulmonary Hemorrhage: Yes No Unknown
(see I\>/I/OP for definitign) 13 0° 80

CMSPUL 4.3.b.i. Date of diagnosis:
¢cMSPUI/D
Month Day Year
4.3.c. Pneumothorax (requiring a chest tube): 13Yes 0O No 80 Unknown
CMSPNE
4.3.c.i. Date of chest tube:
aM$PNED
Month Day Year

4.4. CARDIOVASCULAR: Pre-Enrollment

4.4.a. Was infant treated with prophylactic Indomethacin/lbuprofen?
10 Yes 00 No 80 Unknown CMSINDIBU

4.4.b. PDA requiring treatment: (see MOP)
1iYes 0o No 80 Unknown CMSPDAT

4.4.b.i. PDA treated with therapeutic Indomethacin/Ibuprofen?
1o vYes Oo No 80 Unknown CMSPINDIBU

4.4 b.ii. Ligation CMSPLIG
18 Yes 0O No 80 Unknown

4.4 .b.iii. Date of surgery:
/ / MSPLIGD

Month Day Year

_ CMSHYP 1 0 (§
4.4.c. Hypotension: (see MOP for definition) ers O No Unknown

4.4.c.i. Treated w Dopamine > 20 mcg/kg/min > 24 hours CMSDOP
loYes ®No & Unknown

4.4.c.ii. Treated w 2 or more pressor agents > 24 hours (includes hydrocortisone)

1o Yes OoNo 8o Unknown CMSPRESS

Draft
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FORM 4: PRE-ENROLLMENT
| cO-MORBIDITIES OF PREMATURITY Il
Draft Screening ID # SecolnDdary ﬁ%g{s Randomization #

DN

(==

TOLSURF EMaio] [CMTACRO

LT

Tvi T

=z

“l CMTRAN
S .

P

4.4, CARDIOVASCULAR: Pre-Enrollment (cont.) CMTPHY

4.4.d. Pulmonary Hypertension: 1iYes 0O No g0 Unknown
(see MOP)

4.4d.i. How was dia n05|s determinded:(select all thatTpl—j’JH)YUNK

g Cﬁmca" OCI‘EIVLocarXogram 10 nknown

aYTPHYDY

Month Day Year

4.5. CULTURE PROVEN SEPSIS: Pre-Enrollment

Record for blood, CSF, urine, or TA culture samples. Record the dates of each positive sample
drawn for each episode of sepsis/infection that resulted in treatment with antibiotics, antifungals

4.4 d.ii. Date of diagnosis:

or anti\-/ire?ls for > 7 days. | CMTSEP
4.5.a. Did infant have culture proven sepsis? 1iYes 0O No 80 Unknown
4.5.a.i. Date SpeCimen CMTSPE1 1 2
drawn: Specimen type: (select one) O blood O CSF O Urine % TA
'b"v” Shi Organism: (select all that apply) Lo Bacterial 10 Fungal 10 Viral
Month Day Year CMTBAC1 CMTF%N]_ CMTVIR1
4.5.a.ii. Date specimen
. 1
drawn: SpecimenC ypTeSEE%ct one) "O blood % CSF 30 Urine 4o TA
/C'MTSD'Z Organism: (select all that apply)lo Bacterial 10 Fungal 10 Viral
Month Day Year CMTBAC?2 CI\/ITFUNZ CMTVIR2
4.5.a.iii. Date specimen CMTSPE3 1 2 3 4
drawn: Specimen type: (select one) Oblood OCSF OUrine OTA
[gMTSPB Organism: (select all that apply) ‘o Bacterial %o Fungal 1o viral
Month Day Year CMTBAC3 CMTEUN3 CMTVIR3
4.5.b. Did infant have RSV pneumonia? 18 Yes 0 O No 80 Unknown
CMTRSV
4.5.b.i. Date first positive
TA culture or | CMTR$YD
DFA collected: Month Day Year

Draft
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N FORM 5: PRE-ENROLLMENT RESPIRATORY PARAMETERS N
Secondary JHS_l‘leﬁl = Page #
ID Initials PRAPAGEN

PRAID PRAACROS R1IPAG PRARAND
TOLSU RF PHRI1IE) PF\ZLAgF{OE? F%ge CI)ETN5 PR1 ?ANDH

Screening ID # Randomization #

Draft
.
| ] I

Date of Birth (mm/dd/yy): (Take'field)
Complete these pages from birth up to day of enroliment.
i PEEP/ : NC Flow | iNO |Respiratory
Hour DOL Date (mm/dd/yy) Time (24 hr) | ~pap MAP Fi O2 L PM oM (?(t)%tg)s*
PRADQO R ] ] ]
AP D I : P |
hr | D / / | | i
hr | D PRARDATE | B
hr | D / /| opA 'H\LF : | || |
hr | D: I || PRATIMEN
hr | D / / PRAPEHF
hr | D M1/ PRAMAP| | | | i
hr | D 11 PRAFIOR | | PRARFODE
hr | D: 1/ : . ArbiNCH | PRAINO] |

EACH LINE REPRESENTS ONE RECORD WHICH WILL INCLUDE ~ geppqy” SHpport Stais:

BANNER INFO. (DATE AND TIME OF BIRTH ARE FAKE FIELDS) 2=HFV
3=NIMV (Nasal IMV, SiPAP, BiPAP)

PRADOLHR is a combo of the first 2 columns, and the data will look like ;‘T%PF’LF}; NG > 2]
this: 0801. The master table has added fields that are a subset of this  g-gonC ?ErZIpm orp&yhood)

field and they are PRAHR and PRADOL. 7=Ext in RA, off all support .
TOLSURF [PRA] v1.0, 01/08/10

_ B -
Draft
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. E FORM 6: INHALED NITRIC OXIDE DELIVERY .

Screening ID # Secolrlsdary ﬁﬂfs Randomization #

Draft __

TOLSURF R u\mm:ﬁtb | INGRANDY

Box 1: Inhaled Nitric Oxide start and dosing schedule per NO CLD Protocol.

1- Initiate iNO at 20 PPM (see MOP)
2 - Wean to 10 PPM at 4 days 24 hours after iNO started

3 - Wean to 5 PPM at 11 days * 24 hours after iNO started

4 - Wean to 2 PPM at 18 days + 24 hours after iNO started

5 - Discontinue at 25 days + 24 hours after iINO started

NOTE: USE OF iNO PRIOR TO DOL 7 1S NOT PART OF THE TOLSURF STUDY
6.1. Report date/time iNO treatment began and concentration at iNO start.

. | N OIWOSTFD.L / INDINOSTHL IN‘OINOINCl
. Month Day Year Time: J4H!-g<‘5é!l<\ Os-ﬁ\ﬂa— on- PPM
6.1.a. Report subsequent iNO dose chqp_g__e‘scp’e\loyxg‘ 0o
INODQCH NP YA INODOCHGC2
2. O[)C C G[)? . INODO@%@M@ation: PPM
INOQOCHGO3 INDD( INODOCHGC3
3. q 7 fiNo )jslékh@é\ﬂﬁation: PPM
. NOD! NODOCHGC4
o[ INGROCHGR4 fike 3Hé!SHc:'(l\\Atdﬁation: PPM
s | ING U‘()CHG |$5 IN DD:( ﬁjlé)(bla%y#@mgétion: NODO (F)>|S:|\I/_||C C5
Month Day Year Time: (24h-clock)
6.1.b. Did any iNO dose in Q6.1.a. deviate from the INO 1 E Yes QO No
NO CLD dosing schedule in Box 1, at the top of this form?
INOINODVIA | Document on Form 18: Protocol Deviations, Q18.2.b. |

6.2. Received additional iNO after completing iNO course per NO CLD Protocol?

_ INOADDINOYesg 1 NoOp UnknownOg
6.2.a. Report these iNO doses below:

~ NOD INODOCHGC6
L ) :
I e i N e O 3H%b‘r@é/#@n.ation: PPM
~ NOD( INODOCHGC7
7. INPOQEHEDT - ﬁlé 36%5’@%%ation: PPM i
ODQCHG N[ EWH‘ NDOOCHGCS
8. N :)ch H JDB/ . Ef&%ﬁ&%&ration: PPM i
< HG NODOCHG NODOCHGC9
o, [NPDGEHEDY fibe 6|‘%EJ&E/HJPration: PPV |
Month Day Year Time: (24h-clock)
6.2.b. Did any iNO dose in Q6.2.a. deviate from the iINO 1 EYeS 0O No
dosing schedule in Box 1, at the top of this form?
INOINDVIAZ2 | Document on Form 18: Protocol Deviations, Q18.2.c. |

U A "4 LI N4 \:V

Month ay Year

6.3. Date iNO discontinued:

Draft
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FORM 7A: INITIAL STUDY

Screening ID #

Secondary

Staff o
Initials Randomization #

_ TOLSURF DRUG DELIVERY

ALD

DRAAC

RAS _ .
IPNS RARAN D‘N

7A.1. STUDY DRUG DOSE/SHAM: 1 @ #1

DRAAGED
7A.1.b. Age in days:

Protocol Deviation, Q18.2.e)

(If not dosed between DOL 7-14, complete a Form 18,

DRANUM 7A.1.a. Was dose #1 administered? Yesfl N(()JE DRADOS1ADM

Draft

Complete Form 19:
Protocol Violations, Q19.2.e.

7A.1.c. Was Tracheal Aspirate obtained prior to study  Yes 01-_>

drug dose/sham? DRATAO No oo

DRATAD

DRATAD
‘DRATADM

Month Day

Year

Time: (24h-clock)

7A.1.d. Problem with Tracheal Aspirate sam

Hg\l%? Yes 01—P| Enter on Form 13A: Adverse Events, Q13A.20. |
DRATAPROB (€€

No Op

7A.1.e. Is infant currently receiving Inhaled Nitric Oxide?

YesEl

(See Form 6 for prior iNO dosing information hx)

7A.1.e.i. INO concentration at study drug dose/sham #1:DRRAINOCN

NOEO

DRAINOADM

PPM

Complete Form 19: Protocol Violations, Q19.2.h.

7A.2. STUDY DRUG/SHAM - DATE & TIME DOSE #1 GIVEN:

after study drug/sham dosing procedure.

Note: If possible, please avoid suctioning for at least 4 hours after O RAﬁUF D

ASURDH

) Vent Mode
Tg’ﬂe

AT1

0 (pr[%gif—\ i+t

Month Day

CMV or HFV PIP/AP PEEP MAP

| 00 DRARIPO
RATMO 1Bravid

DRAP
1hr pRRATY

oy o RRATHE DRAVM1

DRATM2 10 o0 RAR P2

NRA\/ND D|R'£\P

Year

gepoPATAPO ppAFlo | PRAORS
RAM1 10 00 DRAAIPLpEAbdepy PRAVAPL DAk T | DRAORSL

RANIAP2
LepPRENAPZ D E ] DRAOCESP

DRASURDM

Time: (24h-clock)

Fi O2 O2 Sat

(@)

DRAR

ESP 7A2ai 10 Yes 0o No

7A2.a. Study drug dose/sham #1 tolerance WITHIN <=4 HOURS AFTER DOSING PROCEDURE:

DRAICPRGVRA2.aii. 1o Yes 0o No

Severe respiratory decompensation (defined as increased RSS > 5 above baseline
sustained > 24 hr) - If Yes, enter on Form 13A: AE, Q13A.3. and complete Form 21: SAE, Q21.2.

Severe cardiopulmonary decompensation requiring CPR with chest compressions and

cardiac meds - If Yes, enter on Form 13A: AE, Q13A.4. and complete Form 21: SAE, Q21.3.
7A.2.aiii. 10 Yes 00 No  Infant required reintubation - If Yes, enter on Form 13A: AE, Q13A.19. DRAINT

Draft

7A2b.i. 1o Yes @ No

7A.2.b. Study drug dose/sham #1 tolerance, WITHIN <=24 HOURS AFTER DOSING PROCEDURE:

7A2.b.iii. 10 Yes 00 No

Pneumothorax requiring chest tube - if ves, enter on Form 13A: AE, Q13A.7. & complete Form 21: SAE, Q21.6.
DRAPNE

Severe PIE - If yes, enter on Form 13A: AE, Q13A.5. and complete Form 21: SAE, Q21.4. DRAPIE
7A.2.b.ii. 10 Yes Q) No Severe Pulmonary Hemorrhage - if Yes, enter on Form 13A: AE, Q13A.6. & complete Form 21: SAE, Q.21.5:

APULM
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FORM 7B SU BSEQUENT STUDY Screening ID # Secolrlljdary ﬁ%g{s Randomization #
DRUG DELIVERY  [5rEH DRBYTFD] | |-
TOLSU RFDRBPAGENPage D of 4 - RBAC Eg II  RANDN

Draft

7B.1. STUDY DRUG DOSE/SHAM: 5O #2 30 #3 40 #4 cO#5 DRBNUM DRBSDADN
7B.1.a. Was this study drug dose/sham administered within 1 - 2 days after previous dose? N(bE Yeslo—b Goto Q7B.1.b

7B.1.a.i. Primary reason this study drug dose/sham was not given within 1- 2 days after previous dose: (select one/see MOP)

10 Discontinued study drug/sham — This form is complete. DRBDNG

20  Withdrew from study — 3| Complete Form 20: Study Drug Discontinuation Form

30 Death P This form is complete. Complete Form 17: Death Report and Form 21: SAE, Q21.1.

g’g Delayed - Infant extubated »| 7B.1.aii. Was this study drug/sham dose subsequently administered? (Follow to DOL
Delayed - clinical instability — Y Goto Q7BAb No P 410 Form 8 | 35, see MOP)

60 Delayed - weekend/holiday ——» DRBSDSUBAD  Goto 1b. | | Proceed to Form 8 |

70  Study drug dosing error (see MOP) —| Complete Form 19: Protocol Violations, Q19.2.e.

7B.1.b. Tracheal Aspirate obtained prior to this study drug dose/sham?  Yeslo— SRATAD! / RE I/
DRBTAO Noop |ms -on iy | ADM

Day Year Time: (

7B.1.c. Was there a problem with Tracheal Aspirate sampling? 1Yes O—>| Enter on Form 13A: Adverse Events, Q13A.20.
DRBTAPROB (seeMOP) 0 NoO

[7)R1Bd|' dl@fgir}_{q_(]gv%urrently receiving Inhaled Nitric Oxide?  Yeslo— 7B.1.d.i. Concentration: PRBJNOCN

fprete Form 19: Protocol Violations, Q19.2.g. |<— No O PPM
. . (e} DRBY DH ] [f possible, please avoid suctioning for
7B.2 STUDY DRUG/SHAM - DATE & TIME DOSE GIVEN: DRS/\)URD/ pULE ‘bR %ﬁ?&% rs after study drug/sham
Vent Mode Month Day Year Time: (24h clock) cedure.

Time CMV or HEV PIP/AP PEEP MAP 02 Sat
0 (pre HR! DREP|PO DREPEEPO PREMAPO @?BF-IC DRBA2S0
p ‘DRBIMO 55\
1hr postqu]BT" BITM1 SnaviS DREP|P1 DRBPEEP1 PRBMAP1 DRBHI1] DRBQ2S1
2hr postPRBTHEL AL 1 Brpund DRBPIP2 DREPEEP2 PRBMAP2 [DRBFIZ DRBORS?

7B.2.a. Study drug dose/sham tolerance, WITHIN <=4 HOURS AFTER DOSING PROCEDURE:

DRBRESP7B.2.a.i. 10 Yes OO No Severe respiratory decompensation (defined as increased RSS > 5 above baseline

DRBCPRG sustained > 24hr) - If Yes, enter on Form 13A: AE, Q13A.3. and complete Form 21: SAE, Q21.2.
)‘Q\} a.i. JO Yes OO No Severe cardiopulmonary decompensation requiring CPR with chest compressions and

DRBINT cardiac meds - If Yes, enter on Form 13A: AE, Q13A.4. and complete Form 21: SAE, Q21.3.

| 7B.2.2.ii.10 Yes OO No Reintubation required during or < 4 hrs of dosing - If Yes, enter on Form 13A: AE, Q13A.19.
l e
[m]

7B.2.b. Study drug dose/sham tolerance, WITHIN <=24 HOURS AFTER DOSING PROCEDURE: DRBPIE
7B.2.b.i. 10 Yes OO No Severe PIE - If Yes, enter on Form 13A: AE, Q13A.5. and complete Form 21: SAE, Q21.4. DRBPULM
7B.2.b.i. 10O Yes QO No Severe Pulmonary Hemorrhage - If Yes, enter on Form 13A: AE, Q13A.6. and complete Form 21: SAE, Q21.5
. 7B.2.b.ii. 1O Yes QO No Pneumothorax with chest tube - If Yes, enter on Form 13A: AE, Q13A.7. and complete Form 21: SAE, Q21.6. .

RN L

DRBPNE TOLSURF [DRB] v3.0, 02/08/11
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B FORM 8: STUDY DAY O - 31 RESPIRATORY PARAMETERS B

Secondary Staff

Screening ID # D Initials Randomization # Page #
| jfl = A L] %
PRBID PREACROS% PRBPAGE o
TO LS U RF by | priaceos! | IBRITANEN PageRop @%r&
. AUA (Study Day (SD) 00 Date = Date of Initial Study drug dose/sham
Date of Study entry (mm/dd/yy):| (fake field) found on Form 7A, Q7A.2)
Complete these pages from Study Day 00 (SD00) through Study Day 31 (SD31).
) PEEP/ _ NC Flow | iNO |Respiratory
Hour | Study day | Date (mm/dd/yy) |Time (24 hr) |cpap | MAP Fi O2 LPM ppm (Sta(;U)s
code)*
BS
AR I ]|/ ‘|| PRBPEEP D [ ARBINO j
P I7 DATE _ ) ) ]
hr | SD : PREBMAR | |. %E NCH F’RB&O DE
RBTIVIEH REFIO2 | | |
hr|SD I | |A SN RREFIOZ| | B
hr | SD / / - | _
hr | SD / / - | _
hr | SD M1/ - | |
hr | SD I | B u
hr | SD / / - || -
hr|SD M1/ - | |

EACH LINE REPRESENTS ONE RECORD WHICH WILL INCLUDE ~ R?i%'ﬁ{?ry Support Status:

Draft

this: 0801. The master table has added fields that are a subset of th§SHFNC or NC > 2 Ipm
field and they are PRBHR and PRBSD. 6=02:NC (< 2 lpm or Oxyhood)

BANNER INFO 2=HFV
PRBSDHR is a combo of the first 2 columns, and the data will look Ii@m\\é("‘asa' IMV, SiPAP, BIPAP)
7:
. TOLSURF [PRB] v1.0, 01/08/10 .

TOLSURF Randomized&FollowUp Packet_v2.5 (04/23/2013)



H FORM 9A: STUDY DAY 32 - 120 RESPIRATORY PARAMETERS H
Screening ID # Seco”gdary Irﬁi?;rs Randomization # Page #
PRIQID/ RCACRQS! PRGPAGEN/ 5
TOLSURF pR7ID_| BRZACROS PRERANDN/ || PagezpageflO| o
Date of Study Entry: |(f kelfie d) / Complete these pages from SD32 through SD120, or until discharge
Month Day Year to home or other hospital.
Study day Date (mm/dd/yy) Time (24 hr) | PEEP/ | MAP Fi Oz NC Flow | iNO |Regpiatory
CPAP LPM ppm (code)*
sp PRCSD T Ty _ PRGRCODE
SD PRGRDATE / | B
sSD / /| ARC[IMEH ] ]
Sp / / PRCTIMEM [ ] [ ] [ ]
SD |Each | ive rEPRASEATs oNg | 7| | AREPERA : - ||
RECO H INCLUDET 1. ] ] ]
SD |pannE )qué\lgm INTO I PRCMAR | - - ||
sp |"PLPRE ||/ / : PREFIO? . B
SD | Flilelds mar <¢(1_WithDP?C prefix e po_rt.intrs FjRCS ?rat‘chllt pJe | FEL:NCF :
SD ddta from/page 10/goes: jnto {bIPRZ table) J D PRCING
[ Answer the guestion below ONLY if this is Form 9A, Page 10 PRZHQ SPLU%R?i%rG:?ry Support Status:
9A.1. Is infant in study hospital on Study Day 1217 13 YesO O No 2=HFV
3=NIMV (Nasal IMV, SiPAP, BiPAP)
& Complete Form 9B: SD 121 - Discharge Respiratory Parameters, until infant is 4=CPAP
a discharged or back transported. 5 X 5= HFNC or NC >2 Ipm
9A.1.a. How many Form 9Bs have been completed for this infant? PRZARPCN 6=02:NC (< 2 Ipm or Oxyhood)
. L J 7=Ext in RA, off all support .

TOLSURF [PRC] v1.0, 01/08/10

TOLSURF Randomized&FollowUp Packet_v2.5 (04/23/2013)



N FORM 9B: STUDY DAY 12

1 - DISCHARGE RESPIRATORY PARAMETERS

Screening ID # Sec?Bdary Irﬁi?;rs Randomization # DDAg?qil%nlell Form 9B#s
TO LS U R F i ARPACROS . A ‘:‘:-:’A‘ NN E’nt‘elz-rlal-géq‘uential #here for each “E
m_ ARFACRNOS ARZETFID |. ARZRANDN A Fg%mlfor this infant, (e.g. [a)
Date of Study Entry (mm/dd/yy): fake fieldy (?Ottd% Igr?yF(oSrr?q)7OA(\), %?X.Z)Date of Initial Study drug dose/sham
Complete his form until infant is discharged from study hospital.
PEEP/ NC Flow iNO  [Respiratory
Study day Date (mm/dd/yy) Time (24 hr) | cpap | MAP Fi O2 LPM ppm (igaél;)s*
sp |ARRSD / / B B ARP@ODE
SD ARPRDATE | | H
sSD / /| | ARPTIMEH
SD / / ARPTIMEN
SD / / ARRPEEP B |
SD 1] ]/ aieelol | - |
SD / / | ARPNC
SD / / . . ARPINO ||

*

Will another Form 9B: Study Day 121 - Discharge Respiratory Parameters be

used for this infant?

Respiratory Support Status:
1=CMV
2=HFV

FAKE FIELD O Yes ONo

3=NIMV (Nasal IMV, SiPAP, BiPAP)

4=CPAP

aft

5 EACH LINE REPRESENTS ONE RECORD WHICH WILL INCLUDE

BANNER INFO

5= HFNC or NC >2 Ipm
6=02:NC (< 2 Ipm or Oxyhood)
7=Ext in RA, off all support

TOLSURF Randomized&FollowUp Packet_v2.5 (04/23/2013)

TOLSURF [ARP] v1.0, 0/08/10



FORM 10A: EXTUBATION DATA
sk

Secondary Staff

Screening ID # D Randomization #

Initials

Draft
EXTSTFID

TOLSURF EXTID |HytACRbS ZEXTF{AN‘DI‘

p—

10.1 EXTUBATION (see MOP for instructions )
10.1.a. Was infant extubated? 18 Yes ©No EXTEXTUB

_ EXTEXH1].
10.1.a.i. Date initially extubated: ExXTEXD1|/ Time: - EXTEXM1
Month Day Year 24 hour clock
10.2 WAS INFANT REINTUBATED? 1EYGS OoNo EXTRINTUB
10.3 RECORD OF REINTUBATION(S) (Do not include elective reintubations after self-extubation
' or ET tube changes)
3 EXITRER1 i
10.3.a. Date reintubated: / E’(TREDl Time: [ EXTREM1
Month Day Year 24 hour clock
10.3.a.i. Reason reintubated:EXTREREA1
0o Failed nasal CPAP (see MOP for definition) 0 Surgery
1o Recurrent apnea and bradycardia %0 Other
Ll EXTEXH2 |
10.3.a.ii. 2nd extubation date: EXfEXD2| / Time: " EXTHEXM?2
Month ay Year 24 hour clock
10.3.b. Date reintubated: / l T Time: | EXTREM2
Month Day Year 24 hour clock

10.3.b.i. Reason reintubated:EXTREREA2
00 Failed nasal CPAP (see MOP for definition) 4O Surgery

10 Recurrent apnea and bradycardia Other
Ll EXTEXH3. |
10.3.b.ii. 3rd extubation date: E,d'l:X D3 / Time: "EXTEXM3
Month Day Year 24 hour clock
a@/= EXTREHS3 |- L
10.3.c. Date reintubated: /| [EXTREDS Time: "EXTREM3
Month Day Year 24 hour clock

10.3.c.i. Reason reintubated:EXTREREAS3
00 Failed nasal CPAP (see MOP for definiion) 2O Surgery

10 Recurrent apnea and bradycardia 30 Other
10.3.c.ii. 4th extubation date:| | EXTEXD4 / AN EXITEIXM4
Month Day Year 24 hour clock

Use Form 10B: Additional Extubation Data to document additional extubations.
10A.4 Will additional extubations be documented on Form 10B: Additional Extubation Data?
o Yes 00No EXTADEXTFM

Draft
. Page 1 of 1 TOLSURF [EXT] v1.0, 02/08/10 E
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FORM 10B: ADDITIONAL EXTUBATION DATA
il

Secondar .
Screening ID # U Staff

ID Initials Randomization #
Draft

BEXZETHID

TOLSURF -EX2ID =2, C;EVS EX2RANDN

10B.1 Will additional extubations be reported below? Yes Nooo—b Form complete
EX2ADDEX

10B.2 RECORD OF REINTUBATION(S) (Do not include elective reintubations after self-extubation
' or ET tube changes)

EX2REHA4. | -]
10B.2.a. Date reintubated: /EXZREIEM Time: - | EX2ZREM4

Month Day Year 24 hour clock

10B.2.a.i. Reason reintubated: EX2REREA4
0 O Failed nasal CPAP (see MOP for definiton) 2 O Surgery

1 O Recurrent apnea and bradycardia 3 O Other
[ A= i EX2EXH5
10B.2.a.ii. 5th extubation date: /E-X‘-D‘W’ Time: : EX2EXAM5
Month Day Year 24 hour clock
-5 = ) A
10B.2.b. Date reintubated: /| EX2HEDY Timlg:XZRE ﬂ}%){ZREMS
Month Day Year 24 hour clock

10B.2.b.i. Reason reintubated: EX2REREAS
O O Failed nasal CPAP (see MOP for definiton) 2 O Surgery

1 O Recurrent apnea and bradycardia 30O Other
YOI lI:.XZEEXHG oL
10B.2.b.ii. 6th extubation date: E"(ZLXDB ime: - EX2EXM6
Month Day Year 24 hour clock
_EX2RE H‘ |
10B.2.c.Date reintubated: / EX2H E"ID6 Time: ) %’Q REM6
Month Day Year 24 hour clock

10B.2.c.i. Reason reintubated: EX2REREAG6
0 O Failed nasal CPAP (see MOP for definition) 20 Surgery

10 Recurrent apnea and bradycardia 30 Other
X2EXH7-
10B.2.c.ii. 7th extubation date: EpEXDT ime: | | EX2EXYM7
Month Day Year 24 hour clock
EX2PREH
10B.2.d. Date reintubated: EX2REDT Time: 'EXZRENW
Month Day Year 24 hour clock
10B.2.d.i. Reason reintubated: EX2REREA7
0 O Failed nasal CPAP (see MOP for definiton) 20O Surgery
1 O Recurrent apnea and bradycardia 30 Other
EX2EXHS.
10B.2.d.ii. 8th extubation date: / EXZEX/D8 Time: ‘EXPEXMS
Month Day Year 24 hour clock

Draft

. Page 1 of 1 TOLSURF [EX?2] v1.0, 01/08/10 E .
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. FORM 11A: CO-MORBIDITIES OF PREMATURITY .
EI Dosing Period (Enrollment to 7 days after final dose)

Draft . o
Screening ID # Secolrlsdary ﬁ%ﬂ{s Randomization #

TO I_S U RF MM | [ftMM CHIRANDY

)

11A.1. NEUROLOGIC: Dosing Period (Enrollment to 7 days after final dose)
11A.1.a. IVH:

11A_1_aLIIVIII\\//I—Il\;/'_I ]f Yes 00 No 80 Unknown

"M "v’HVHHUS CIVHVHVHUNK
11A.1.a.i. How was IVH determined? 1o MR T Scan lo Unknown
(select all that apply) C|\/||\/||VH|\/|R| CMMIVHCTS MRI / HUS/ CT scan done)

11A.1.a.ii. IVH is new or worsened since Enrollment?

CMMIVHNW1 0 Yes _>]_O Grade 1 or 2 CMMIVI '%rrl?\tgr —
00 No 20 Unilateral Grade 3 - 4 :
g0 Unknown 30 Bilateral Grade 3 - 4 Adverse Events, Q13A.8.

11A.1.b. Cystic PVL:

11A1.b.i. (?yl\s{H\éIBW‘ 10 Yes 0O No 80 Unknown
11415 How was Cystic PVL. determined? To M OO 15475 can 1S UM RO

ect all that apply) CMMPVLMRI1 CMMPVL @ 8RI / HUS/ CT scan done)
11A.1.biii. Cystic PVL is new or worsened since Enroliment?

10Yes P Enter on Form 13A: Adverse Events, Q13A.9.

0O No
80 Unknown CMMPVLNW

11A.1.c. Hydrocephalus requiring shunt: 18 Yes 0© No g0 Unknown
CMMHYD

Enter on Form 13A: Adverse Events, Q13A.10.

11A.2. GASTROINTESTINAL: Dosing Period (Enrollment to 7 days after final dose)

NEC is defined as: pneumotosis, hepato-biliary gas, or pneumoperitoneum AND with one or more of the following:
bilious gastric aspirate or emesis, abdominal distension, or occult or gross blood in stool not from fissure.

11A.2.a. NEC (see MOP):
11A.2.a.i. NEC: (newly diagnosed since enroliment) 18 Yes oONo gO Unknown

CMMNEC
. . . Enter on Form 13A:
11A2.il. Date Ofg:'a I{]/IONSECD e / oo / — — Adverse Events, Q13A.11.
11A.2.a.ii. Outcome:
10 NEC witMYNRCIYPE,, | 11A2.a.v. Date of surgery: CMMNECSURD
(inc. peritoneal drain placement) Month Day Year
20 NEC without surgery Enter on Form 14A: Hospital Course, Q14A.2.

Draft
B Page 1 of 5 TOLSURF [CMM] v2.0, 6/15/10 m B

TOLSURF Randomized&FollowUp Packet_v2.5 (04/23/2013)


http:11A.2.a.ii
http:11A.1.b.ii
http:11A.1.a.ii

FORM 11A: CO-MORBIDITIES OF PREMATURITY
. E Dosing Period (Enrollment to 7 days after final dose) .

Draft Screening ID # SecolnDdary Irﬁ%?aftlfs Randomization #

TOLSURF MM T G céic igjirmliRAN'DN

11A.2.b. Isolated Gl Perforation without NEC: (see MOP for definition)
11A.2.b.i. Isolated Gl Perforation without NEC? CMNGIP
1 iYeS (laparotomy) 2 iYeS (drain without laparotomy) O No gO Unknown

Enter on Form 13A: Adverse Events, Q13A.12.

11A.2.b.i. Date of diagnosis: CMNGIPD
/ / —>| Enter surgery date on Form 14A: Hospital Course, Q14A.2.

Month ay Year

11A.3. PULMONARY: Dosing Period (Enrollment to 7 days after final dose)

(see MOP for definition)
11A.3.a.i. Date of diagnosis:

11A.3.a. Severe Pulmonary Interstitial Emphysema (PIE):

10 Yes »| Enter on Form 13A: AEs, Q13A.5.
OO No

CMNPIB
CM N Pl E Month Day Year

11A.3.b. Severe Pulmonary Hemorrhage:  (see MOP for definition)

11A.3.b.i. Date of diagnosis:

CMNPULD

Month Day Year

10 Yes —»| Enter on Form 13A: AEs, Q13A.6.
0O No CMNPUL

11A.3.c. Pneumothorax requiring chest tube:

11A.3.c.i. Date of diagnosis:
10 Yes —>| Enter on Form 13A: AEs, Q13A.7. CMNPN :y)

O O No CM N PN E Month Day Year

11A.3.d. Tracheomalacia:

) 11A.3.d.i. Date of diagnosis:
10Yes Enter on Form 13A: AEs, Q13A.13. "l(/l‘ b
OONO CMNMAL . CMNMAL
onth Day Year

11A.3.e. Tracheal stenosis:

[ 11A.3..i. Date of diagnosis:
10Yes —>| Enter on Form 13A: AEs, Q13A.14. e Lae o dlagnosis
0©No ¢hiNgTED

CMNSTE Month Day Year
11A.3.f. Vocal chord paralysis:
11A.3.f.i. Date of di is:
10Yes —| Enter on Form 13A: AEs, Q13A.29. ('\MT\IG\'?O(L}S;MS'S
O NO = >
O C M NVOC | Month Day Year

Draft

. Page 2 of 5  TOLSURF [CMN] v2.0, 06/15/10 E .
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http:11A.2.b.ii

FORM 11A: CO-MORBIDITIES OF PREMATURITY
. E Dosing Period (Enrollment to 7 days after final dose)

Draft

TOLSURF [

Screening ID # SecolnDdary Irﬁ%?aflfs Randomization #
\/IC)-I‘D GMOSTFID |- - J
. IMOACROS CMORANDN

11A.4. CARDIOVASCULAR: Dosing Period (Enrollment to 7 days after final dose)

11A.4.a. PDA requiring treatment: (see MOP)
18 Yes Q) No & Unknown CMOPDA

Enter on Form 13A: Adverse Events, Q13A.15.

hd

Treatment: Enrollment to 7 days after final dose

11A.4.a.ii. Ligation:

11A4.a.i. Treated with Indomethacin/Ibuprofen: 1O Yes Q) No 8o Unknown CMOINDIBU
13 Yes 00 No 80 Unknown CMOLIG

CMOLIGSURD
11A.4.a.iii. Date of surgery:

/

/

Month

Day

Year

—

Enter on Form 14A: Hospital
Course, Q14A.2.

11A.4.b. Hypotension: (see MOP) CMOHYP
Treatment: Enrollment to 7 days after final dose

Yes 00 No 80 Unknown

11A.4.b.i. Dopamine > 20 mc/kg/min > 24 hours

Note: If death occurred < 24h post pressor
initiation, please mark "Yes" (see MOP).

10 Yes CMOHYPDOP >
OO No
80 Unknown

11A.4.b.ii. Two or more pressor agents > 24 hours

Enter on Form 13A: Adverse
Events, Q13A.16., if "Yes" is
selected for either "Dopamine >
20 mc/kg/min > 24 hours " or

(includes hydrocortison "Two or more pressor agents >
e EMOHYPPRP 24 hours .
0o No
80 Unknown

11A.4.c. Pulmonary Hypertension: (see MOP)

]iYes QDNo 80 Unknown CMOPHY

11A.4.ci. How was diagnosis determined:

linical 10 Echocardiogram 10 Unknown
| CMOPH CH CMOPHYU

HYCIL

NK

CMOPHYD
11A4.c.ii. Date of diagnosis:

oc
(select all that apply) CMOP

/

Month

Day

Year

> Enter on Form 13A:

Adverse Events. Q13A.17.

Page 3 of 5

TOLSURF [CMO] v3.0, 08/05/11

Draft
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http:11A.4.c.ii
http:11A.4.b.ii
http:11A.4.a.ii

n

Draft

TOLSURF

FORM 11A: CO-MORBIDITIES OF PREMATURITY
Dosing Period (Enrollment to 7 days after final dose)

Screening ID # SecolnDdary Irﬁ%?aflfs Randomization #
CMRID CMPHTFID |. .
. CMPACROS CMPRANDN

11A.5. CULTURE PROVEN SEPSIS: Dosing Period (Enrollment to 7 days after final dose)

Record for blood, CSF, urine, or TA culture samples. Record the dates of each positive
sample drawn for each episode of sepsis/infection that resulted in treatment with antibiotics,

antifungals, or antivirals for > 7 day

11A.5.a. Did infant have culture proven sepsis?
Note: If infant was on abx and death due to sepsis
occurred without a positive culture or abx given for
<7 days, please mark "Yes" (see MOP).

‘CMPSEP
]f Yes 00 No 80 Unknown

Enter on Form 13A: Adverse Events, Q13A.23.

Il

Date specimen drawn:

MPs$DL/
Month

Year

Specimen type: (select one) loblood ©CSF o Urine D TA
MPSPE1 C%@VIF
Organism: (select all that apply) 1 Bacterial 10 Fungal ira

CMPBAC1 CMPEUN1 1

1

Day
Date specimen drawn:

CMP$D2/

Month Day

Year

Sé)ecimen t&pe: (select one) 10 blood 2 CSF 3 Urine O TA
MPSPE CNPVIF
Organism: (select all that apply) 10 Bacterial 10 Fungal CATA!
CMPBAC2 CMPEUN2 1

2

Date specimen drawn:

oMP$DB/

Month Day

Year

g?l\e/lcli’mSeFr’] tyépe: (select one) 10 blood 2 CSF 3 Urine D TA
OIS TSelect all that apply) 10 Bacterial 10 Fungal SN
CMPBAC3 cmpFuUN3 1

3

Date specimen drawn:

CMP$D4/

Month Day

Year

Specimen type: (select one) 10 blood 2 CSF 30 Urine o TA

MPSPE4
CS:rganlsm:E(seIect all that apply) 1 Bacterial 10 Fungal CHTMA
CMPBAC4 CMPFUN4 1

4

Date specimen drawn:

CMPS$D/

SpecimenEt(épe: (select one) loblood ©CSF o Urine D TA

MPSP
CS:rganlsm: select all that apply) D Bacterial © Fungal CMEZVIF

25

Month - Day Year CMPBACS CMPEUNS 1
Date specimen drawn: SCoecimen tépe: (select one) 1o blood 2 CSF 3 Urine D TA
Organism: (select all that apply) 1o Bacterial 10 Fungal ira

Month Day Year CMPBAC6 CMPFUN6 1

R6

Date specimen drawn:

dl\h PSDy/

Month ay

Year

S(gecimenl%/_ye: (select one) 10 blood 20 CSF 30 Urine 40 TA

MPSP
Ofganis: (select all that apply) D Bacterial 10 Fungal “SNAYA

CMPBAC7 CMPEUN7 1

v

Date specimen drawn:

dMiPSDB/

Month ay

Year

%Jecimen tépe: (select one)lo blood 20 CSF 30 Urine % TA
MPSPE

Organism: (select all that apply) 10 Bacterial 10 Fungal "8Vt
CMPBAC8 CMPFUN8 1

8

Date specimen drawn:

ql\h PSDD/

Month Day

Year

%Jecimen tg/)pe: (select one) 10 blood 20 CSF 30 Urine 40 TA
MPSPE

9

Organism: (select all that apply) 10 Bacterial 10 Fungal COIR
CMPBAC9 CMPFUN9 1

Draft

Page 4 of 5  TOLSURF [CMP] v3.0, 08/05/11 E B
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FORM 11A: CO-MORBIDITIES OF PREMATURITY
. Dosing Period (Enrollment to 7 days after final dose)

Draft Screening ID # SecolnDdary Irﬁ%?aflfs Randomization #
TMQAC P“ t“I\TI.QRAN.DN
MQOID 1~
TOLSURF |levar baTED L
11A.5.b. Did infant have RSV pneumonia? 13 Yes 0© No 80 Unknown
CMQRSV
TAS.D. Datreglcr;iﬁtzcr)eslg\:e / / Enter on Form 13A:
DEA collected: T Bay e Adverse Events, Q13A.28.
CMQRSVD

11A.6. OPHTHALMOLOGIC: Dosing Period (Enrollment to 7 days after final dose)
11A.6.a. Was ROP screening performed? 10 Yes 0O No gO Unknown
CMQROP
11A.6.a.i. ROP Classification: (worst stage observed in either eye)
CMOROPCLASYNoROP 10Staget 20Stage2 30 Stage 3
40 Stage4 5O Stage 5 80 Unknown g O Not Applicable

If ROP Stage 1 - 5, enter Form 13A: Adverse event, Q11A.22.

11A.6.a.i. Was ROP surgery performed? ]EYes 0O No 80 Unknown
(laser, cryo, etc.) CMQROPSUR

CMQROPSURD / /
11A.6.a.ii. Date of surgery:

Month Day Year

Draft
. Page 50f 5  TOLSURF [CMQ] v3.0, 02/08/11 E
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http:11A.6.a.ii

n FORM 11B: CO-MORBIDITIES OF PREMATURITY
. - Discharge Period (8 days after final dose to Discharge) .

Draft Screening ID # Secolrlsdary ﬁ%ﬁ;{s Randomization #

TOLSURF WUTP EMUAROS [T ICMURANDY

11B.1. INFANT IN STUDY HOSPITAL AFTER DOSING PERIOD + 1 DAY?
CMUHOSPYGSEJ_ No O5—> Form 11B is complete. Proceed to Form 12A Unknown O 8

1V

0
11B.2. NEUROLOGIC: Discharge Period (8 days after final dose to Discharge)
11B.2.a. IVH: 18 Yes 0O No 80 Unknown CMUIVH

CMUIVHCTS CMUIVHUNK
11B.2.ai. How was IVH determined?1o MRITO CT Scan10 HUS1o Unknown

(select all that apply) CMUIVHMRI CMUIVHHWNSRI/ CT Scan/HUS done)

11B.2.a.ii. IVH is new or worsened since Dosing Period?

1o Yes —— |1 O Grade 1 or2
CMUIVHNWPO No 2 O Unilateral Grade 3 - 4
80 Unknown 3 O Bilateral Grade 3 -4

Enter on Form 13B: CMUIMHGRD
Adverse Events, Q13B.7.

11B.2.b. Cystic PVL:l('P Yes OONo 80 Unknown CMUPVL

_ _ - CMUPVLCTS CMUPVLUNK
11B.2.b.i. How was Cystic PVL determined70 MRI10O CT Scan10 HUS10 Unknown

(select all that appIy)CMl IPVI MRl CMLIPV/] HIl J<No MRI/CT Scan/HUS done)

11B.2.b.ii. Cystic PVL is new or worsened since Dosing Period?

10 Yes ——| Enter on Form 13B: Adverse Events, Q13B.8.
CMUPVLNW QO No 0

8O Unknown

11B.2.c. Hydrocephalus requiring shunt: 13 Yes QO No 8O Unknown
CMUHYD

Enter on Form 13B: Adverse Events, Q13B.9.

11B.3. GASTROINTESTINAL: Discharge Period (8 days after final dose to Discharge)

NEC is defined as: pneumotosis, hepato-biliary gas, or pneumoperitoneum AND with one or more of the following:
bilious gastric aspirate or emesis, abdominal distension, or occult or gross blood in stool not from fissure.

11B.3.a. NEC: (see MOP) CMUNEC
11B.3.a.i. NEC (newly diagnosed since Dosing Period) ::LiYes 00 No 80 Unknown

. . . C C —— | Enter on Form 13B:
11B.3.a.ii. Date of diagnosis: . MLANE D / Adverse Events, Q13B.10.
onth Day Year
CMUNECTYPE
1 O NEC with surgery —— | 118 3 a.iv. Date of surgery: / /
(inc. peritoneal drain placement) Month Day Year
2 O NEC without surgery Enter on Form 14A, Hospital Course, Q14A.2.

Draft
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http:11B.3.a.ii
http:11B.2.b.ii
http:11B.2.a.ii

W [

Draft

TOLSURF [P | | llcuvhdds

FORM 11B: CO-MORBIDITIES OF PREMATURITY
Discharge Period (8 days after final dose to Discharge)

Screening ID # SecolnDdary ﬁ%g{s

Randomization #

J

FID]|.

CMVRA

DN

11B.3.b. Isolated Gl Perforation without NEC: (see MOP for definition)
11B.3.b.i. Isolated Gl Perforation without NEC? CMVGIP
1 ?LYes (laparotomy) 23Yes (drain without laparotomy) 0O No 80O Unknown

11B.3.b.ii. Date of dia

CMVGIPD Month

nosis:
Enter surgery date on Form 14A: Hospital Course,
/ / — | Q14A.2. and Enter on Form 13B: Adverse
Day Year Events, Q13B.11.

11B.4. PULMONARY: Discharge Period (8 days after final dose to Discharge)

CMVPIE

0O No

11B.4.a. Severe Pulmonary Interstitial Emphysema (PIE):

10 Yes = Enter on Form 13B: AEs, Q13B.4.

(see MOP for definition)

11B.4.a.i. Date of diagnosis:

CMVPRIED

/

Month

Day

Year

0O No

11B.4.b. Severe Pulmonary Hemorrhage: (see MOP for definition)
1 O Yes = Enter on Form 13B: AEs, Q13B.5.

CMVPUL

11B.4.b.i. Date of diagnosis:

/

CI\/IV:’(J‘LD

Month

Day

Year

0O No

11B.4.c. Pneumothorax requiring new or additional chest tubes:

10 Yes — Enter on Form 13B: AEs, Q13B.6.
CMVPNE

11B.4.c.i. Date of diagnosis:

dmVpNED

/

0O No

10 Yes—»

11B.4.d. Tracheomalacia:

CMVMAL
Enter on Form 13B: AEs, Q13B.12.

11B.4.d.i. Date of diagnosis:

CMVVALD

/

Month

Day

Year

0O No

10Yes - » | Enter on Form 13B: AEs, Q13B.13.

11B.4.e. Tracheal stenosis:

CMVSTE

11B.4.e.i. Date of diagnosis:
CIMVSTEy)
Month Day Year

0 ONo

11B.4.f. Vocal chord paralysis: CMVVOC

10OYes » | Enter on Form 13B: AEs, Q13B.25.

11B.4.f.i. Date of diagnosis:

/CIM VV

C]C D

Month

Day

Year

Draft
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FORM 11B: CO-MORBIDITIES OF PREMATURITY
. E Discharge Period (8 days after final dose to Discharge) .

Draft Screening ID # Secolrlsdary |nsi%?g|fs Randomization #

TO LS U R F MR CM WAC%NBAS/S TFPgwWRANDN

P

11B.5. CARDIOVASCULAR: Discharge Period (8 days after final dose to Discharge)
11B5.a. PDA requiring treatment: (see MOP) CMWPDA
13 Yes 00 No 80 Unknown

Enter on Form 13B: Adverse Events, Q13B.14

Treatment: Discharge Period (8 days after final dose to Discharge) CMWINDIBU
11B.5.a.i. Treated with Indomethacin/Ibuprofen: 10 Yes 0O No 80 Unknown

11B.5.a.ii. Ligation: ]ers 0o No 80 Unknown CMWLIG
CMWLIGSURD —|Ent F 14A: Hospital
11B.5.a.iii. Date of surgery: / / Cr(;uerrsc(;anLrAnz ospria
Month Day Year . —

Treatment: Discharge Period (8 days after

11B.5.b. Hypotension: (see MOP) CMWHYP 10 Yes 00 No 8 O Unknown
final dose to Discharge) j

. . ; Note: If death occurred < 24h post pressor
11B.5.b.i. Dopamine > 20 mc/kg/min > 24 hours initiation. please mark "Yes" (see MOP).
10 Yes >
OONo CMWHYPDOP Enter on Form 13B: Adverse
Events, Q13B.15., if "Yes" is
80 Unknown selected for either "Dopamine >
11B.5.b.ii. Two or more pressor agents > 24 hours 20 mc/kg/min > 24 hours " or
(includes hydrocortisone) "Two or more pressor agents >
Lo oS N WHYPPRZ o
0O No
80 Unknown
CMWPHY

11B.5.c. Pulmonary Hypertension: (see MOP) 13 Yes 00 No 80 Unknown
11B.5.c.i. How was diagnosis determined: :Io Clinical 1o Echocardiogram 10O Unknown
(select all that apply) CMWPHYCLI CM\WPHY H

CMWPHYD » | Enter on Form 13B:
11B.5.c.ii. Date of diagnosis: / / Adverse Events. O13B.16.

Month Day Year

Draft
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http:11B.5.b.ii
http:11B.5.c.ii
http:11B.5.a.ii

. FORM 11B: CO-MORBIDITIES OF PREMATURITY .
Discharge Period (8 days after final dose to Discharge)

pratt Second Staff
Screening ID # ecolrls ary Init%ls Randomization #

CMXSIFID |- -
TOLSU RF CMEP CMXACROS CMXRANDN

11B.6. OPHTHALMOLOGIC: Discharge Period (8 days after final dose to Discharge)
11B.6.a. Was ROP screening performed? 13Yes 0o No 80 Unknown

11B.6.a.i. ROP Classification: (worst stage observed in either eye) CMXROPCLAS
OONoROP 10Stage1 2O Stage 2 30 Stage 3
40Stage4 5S0Stage5 80 Unknown 90 Not Applicable

If ROP Stage 1 - 5, enter on Form 13B: Adverse Events, Q13B.18.

11B.6.a.i. Was ROP surgery performed? Yes 00 No 80 Unknown
CMXROPSUR (laser, cryo, etc.)

/ / CMXROPSURD

Year Day Year

11B.7. CULTURE PROVEN SEPSIS: Discharge Period (8 days after final dose to Discharge)

Record for blood, CSF, urine, or TA culture samples. Record the dates of each positive
sample drawn for each episode of sepsis/infection that resulted in treatment with antibiotics,
antifungals, or antivirals for > 7 days. CMXSEP

11B.7.a. Did infant have culture proven sepsis? 18 Yes 0O No 80 Unknown
Note: If infant was on abx and death due to sepsis
occurred without a positive culture or abx given for | Enter on Form 13B: Adverse Events, Q13B.19.
< 7 days, please mark "Yes" (see MOP).

Date specimen drawn: gpl\(/laér%ePnEt]ype' (select on (ﬁ) ]O blood 20 CSF 30 Urine 40 TA

11B.6a. ii. Date of surgery:

Cl\/l:om/<ﬁ|Djz;y / Vear Organism: (select all thata acterla \;%FIKnTgaq OV|raI1
DCa;;eI spem:nen drawn: %Ié)ﬂe)c(?nlzﬁtzype (select one 10 blood 20 CSF 30 Urine 40 TA
Momh’ 5y / e Organism: (select all that a W @gacter,a }9 |:F|u|n %Mé}(},%%
Date specimen drawn: CMXSPES3 a

n
MKAED3 |/

Month Day Year

C

Specimen type: (select one§10 blood 2OCSF 3ou WX\?II&%
Organism: (select all that a 1OABacter|aIA1§) sza OV|ra|

Mgyl
—C

CN\

DCa;;eI ?pelz:;:i[nen drawn: %I\@c%eﬁtype (select one§10 blood 20 CSF 30 Urine 4O TA
A = | L / L Organism: (select all that a O%aCteg?\J/!:!\'(?Z Eul\qﬁgﬂ\/%\(),%ﬁl
Date specimen drawn Lélg)/le)c(l?nl-e):Egc)ype (select one) 10 blood 20 CSF 30 Urine

%m\ ad / L Organism: (select all that ap&%llg éacﬁa&%{% Eu!\,]gg WEIS
Date specimen drawn:  §URSCEC . (celect one) o blood 20 CSF 30 Urine 40 TA
ﬁ)l:t/lhK/S DD(:y / A Organism: (select all that a >)(1£é:actepgl 1\({) Funga CFIVB< R|6

Draft
. Page 4 of 5 TOLSURF [CMX] v4.0, 08/05/11 .
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http:11B.6.a.ii

. m FORM 11B: CO-MORBIDITIES OF PREMATURITY .
Discharge Period (8 days after final dose to Discharge)

Draft ] Secondary | Staff o
Screening ID # 1D Initials Randomization #

TO I_S U RF CYR | |cMvAc Fg:c}ngSTFI‘?:n YRANDN

(continued from previous page) Record additional episodes of sepsis below.

Date specimen drawn: Speccgll\r¥|1\e(r1S type: (select one) g%cé Eﬁ}I:YF%HIrinPCI\/I%\/AR

Organism: (SeleCt all that apply) 10 Bactenal 10 Fungal 10 Viral

=

(@]
=<
LD
e
~

Month Day Year

Date specimen drawn: CMYSPE
qM, 7S ?2 / Specimen type (select one)pﬁ?@\? b C% %TV'TYIRJK[?G g/i)y TA

Organism: (select all that apply)] O Bacterial 10 Fungal T

[\J

drawn: Spegr%\ﬁ%g%select one) B blood O CSF 30 Ur|ne oA

Organism: (select all that app@MXE %ngf%ﬂ:: unga fEM/Y}ﬂF‘?)

. 2 3
drawn: Spe@uMXrﬁ?Fe‘l (select one) O blood OCSF O Urine 40 TA

Organism: (select all that apgty}] BHASterah S EHN A FANMIRY

drawn: Specd\ en%yd‘:eS(select one)lo blood 5CSI\}I:\?Cl)JLI{I5 40 TA
Mo iy e Organism: (select all thatapp@M%PéA%na EungalfWr\élR

Date specimen drawn: CMY
IMYSPE [ |/ Spocimen ype (slec one) (4o L AN RN

Organism: (select all that apply)1 O Bacteriall O Fungal 1o Viral

3=

O1

11B.8.b. Did infant have RSV pneumonia? 1(j Yes OO No 80 Unknown
CMYRSV
11B.8.b.i. Da’ElgAj‘l(r:stltposmve / / Enter on Form 138
ulture or Adverse Events, Q13B.24.
DFA collected: Month Day Y
CMYRSVD

Draft
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. E FORM 12A: BPD OUTCOMES - 36 WEEKS PMA .

— Screening ID # Secolrlsdary Irﬁ%ﬁsﬁs Randomization #
BPI| BP1STHID|. .
TOLSURF - BP1aGRRds [ |BFARANDN || ®SBISHRw:
12A.1. Date, Weight, SpO2 and PCO2 at 36 weeks PMA:
Date: Weil%ht:P VIAWT Oxygen Saturation: Most recent PCO2 prior to 36 week date:
BRYPMAD, IPMAWT, %
Month ¥ Day / Year J -’FlOXYS T 1| %lég

12A.2. INFANT STATUS WHEN 36 Weeks PMA (+ 1 week): (selectone) BP1STAT36
3f Home 1? Still in study hospital ? Transferred to other facility E Dead

. Complete Form 17:
12A.2.a. Respiratory Status when 36 Weeks PMA (+ 1 week): (select one) Deat?n Report

0 © Off ventilator, off CPAP, off oxygen, off nasal cannula (No BPD, go to Q12A.3)

1 O On mechanical ventilation (Yes BPD, goto Q12A.3i) BP1VENT

2 0 On SiPAP, BiPAP or nasal prong ventilation (ves BPD, go to Q12A.3.i.) 3

30 On nasal CPAP (includes NC > 4 Ipm in room air) (ves BPD, go to Q12A.3.i) iUnknown

50 On continuous nasal cannula > 2 Ipm on any oxygen.(Yes BPD, go to Q12A.3.i

63 On continuous nasal cannula (< 2 Ipm in oxygen or < 4 Ipm in room air). Go to Q12A.3.iii.
FI]O BPIEFUNK

THIQ D
12A.2.a.i. FiOZZEF. LPM: “‘ f /Effective oxygen: FiOz: E: 10 Unknown
12A2a.ii Is effective oxygen <0.30?  YesQ  NoO—» Goto Q12A3i P1EO30

| Complete Oxygen Reduction Challenge Test when 36 Weeks PMA (1 1 week) |

1L/

M

i

=

12A.2.a.iii Was an Oxygen Reduction Challenge Test completed when 36 weeks PMA (+ 1 week)?

BP1OXC Yes O 1 Noi() Unknown®—>[ Go to Q12A 3.iii. |
12A.2.a.iv. Challenge test date: 12A.2.a.vi. Reason challenge test not done: (see MoP)
10)(PH O O Not eligible for challenge test
Month Day Year 1 O Infant at non-study facilityBP1OXCNR
qan llenge test results: 2 O Infant discharged home
B Eﬁ'wcl:ﬂo%asse 4 (Go to Q12A i) 3 iEligible (in study hospital), but not done
QO Failed (Go to Q12A.3.) Enter on Form 18: Protocol Deviation, Q18.2.a.
and Go to Q12A.3.i.

12A.3. BPD STATUS WHEN 36 WEEKS PMA (+ 1 week) FOR SURVIVORS: (select one)
Select one: BP1YBPDR

1 1 . .
. 00— O Infant on nasal CPAP or ventilator or > 0.30 effective oxygen
12A.3.1 Yes BPD 20 |Infant failed Oxygen Reduction Challenge Test (or challenge not performed)
BP1SURV 30O Infant discharged or transfered < 36 weeks and remains on

continuous respiratory support (respiratory status codes 1 - 6)

ielect one: BPINBFPDR

O Infant off continuous respiratory support
O Infant passed Oxygen Reduction Challenge Test

0
12A.3.ii. No BPD O—

12A.3.iii. Unknown O8

12A.4. 10 §B?I§1EATUS WHEN 36 Weeks PMA, HAS BEEN REVIEWED BY PI BP1PI|
PI Signature Pl signed form?1 O Yes 0O No Pl Initials:
1 BP1PISD BP1PIS Draft

Page 1 of 1 TOLSURF [BP1] v3.0, 1/7/12 E .
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B m FORM 12B: BPD OUTCOMES - 40 WEEKS PMA B

Draft : Secondary | Staff At
Screening ID # o Randomization #
—— & 'E)'“a'ss | BP2PMAWK
12B.1.Date, Weight, SpO2 and PCO2 at 40 weeks PMA: 12 B.A1.d. Most recent PCO2
12.B.1.a Date: 12B.1.b. Weight: 12.B.1.c. Oxygen Saturation: prior to 40 week date:
BRZPMAD/ grams L% BP2PQOR |mm/Hg
Month Day Year BPZPMAWT BP2OXYS

12B.2. INFANT STATUS WHEN 40 Weeks PMA (+ 1 week): (selectone) BP2STAT40
3E Home 1 fStill in study hospital ZE Transferred to other facility Oi Dead

Complete Form 17:

12B.2.a. Did infant have BPD when 36 Weeks PMA?
Death Report

BP2PDAT36 13 Yes Of No 83 Unknown

Go to Q12B.2.b. Go to Q12B.3.ii. Go to Q12B.3.iii.

12B.2.b. Respiratory Status when 40 Weeks PMA (+ 1 week): (selectone) BP2VVENT

00 Off ventilator, off CPAP, off oxygen, off nasal cannula (No BPD, go to Q12B.3.ii.)

1O On mechanical ventilation (Yes BPD, go to Q12B.3.i.)

20 On SiPAP, BiPAP or nasal prong ventilation (ves BPD, go to Q12B.3.i.)

30 On nasal CPAP (includes NC > 4 Ipm in room air) (Yes BPD, go to Q12B.3.i.) SEUHKHOWH
50 On continuous nasal cannula > 2 Ipm on any oxygen.
43 On continuous nasal cannula (< 2 Ipm in oxygen or < 4 Ipm in room air). Go to Q12B.3.iii.

7\

» BP2EFUNY
12B.2.b.i. FiOz2: -ZF O LPM: @?‘LPM | Effective oxygen: FiOz;@gEFIO 1© Unknown

12B.2.b.ii. Is effective oxygen < 0.30?  Yes il N(QO—} Go to Q12B.3.i.
BP2EO30

Complete Oxygen Reduction Challenge Test when 40 Weeks PMA (£ 1 week)

12B.2.b.ii. Was Oxygen Reduction Challenge Test completed when 40 weeks PMA (+ 1 week)?

BP20OXC Yesfl NOio UnknownO—> Go to Q128.3iii
12B.2.b.iv. Challenge test date: 12B.2.b.vi. ReasBolggrgI;(ecn: eéest not done:(see MOP)
B quXCHD / 0 O Not eligible for challenge test
Month Day Year 1 O Infant at non-study facility
12B.2.b.v. Challenge test results: 2 O Infant discharged home
10 Passed (Go to Q12B.3.ii) 33 Eligible (in study hospital), but not done
BPZOXCHB , :
ailed (Go to Q12B.3.i
0 ( Q ) Enter on Form 18: Protocol Deviation, Q18.2.9.
and Go to O12B.3.i.

Draft
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FORM 12B: BPD OUTCOMES - 40 WEEKS PMA
L -

Draft sereening ID# | SS°ORAY | A Randomization # BPAPMAWK
BR3I P33 _ _
TOLSURF : BR3ACROS || BPERANDIN | || 4*0 Weeks PMA

12B.3. BPD STATUS WHEN 40 WEEKS PMA (+ 1 week) FOR Survivors: (select one)

12B.3.i. 1 (Select one below) BP3YBPDR
Yes BPD O— |10 Infant on nasal CPAP or ventilator or > 0.30 effective oxygen

20 Infant failed Oxygen reduction Challenge Test (or challenge not performed)

BP3SURV _ ,
30 Infant now discharged or transfered < 40 weeks and remains
on continuous respiratory support (respiratory status codes 1 - 6)
12B.3.ii. 0 (Select one below) BP3NBPDR

No BPD O0—»40 Infant off continuous respiratory support

50 Infant passed Oxygen Reduction Challenge Test
60 Infant had no BPD at 36 weeks PMA

12B.3.iii.
Unknown O BP3

12B.4 1o  BPD STATUS WHEN 40 WEEKS PMA, HAS BEEN REVIEWED BY

BP3PIR PRINCIPAL INVESTIGATOR BP3PIS =F3p|
PI Signature: Pl signed form?1O YesnO No Pl Initials: ]
1 BP3PISD

Draft
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http:12B.3.ii

. FOR M 13A Screening ID # Secondary Irﬁ{glfs Randomization # .
TOLSURF ADVERSE EVENTS |[€z1iD TZISTHID . .
Dosing Period (Enrollment to 7 days after final dose) . EZLAICRIDS EZ1RANDN =
a
13A.1. Did any co-morbidities reported on Form 11A or adverse events occur during the Dosing Period? TIME POINT: I |
1 iYeSOO No % Unknown If "Yes", document below. Pl must sign & date Form 13A, page 6 . (See MOP) 5 Dosian Period |
EZI1AES 13 EZ1VISIT
13a2. 1O Death 13A.2.a. Death occurred < 7 days after study drug dose/sham?
EZ1DEA OCYe Complete Form 17: Death Report AND Form 21: Serious Adverse Events, Q21.1.
EZ1DEA
NOQ)—V Complete Form 17: Death Report
Relationshi i
Adverse Events Date of Event Severity ?fé?ﬂjy'p Af;'koenns Outcome | Causality E_ver;t
If occurance is "Yes" below, then report event on Form 21: SAE. (mm/ddlyy) Drug yp
13A.3. Severe Respiratory Decompensation,|defined as RSS > 5 above baseline for > 24 hrs.
EZ1RES
13A.3.a. Occured <4 hrs after dosing procedure?
1 0 This is not are
portable Adverse Event
EzIRESOC'®SQ  No™O
13A.3.a.i. Enter on Form 21, SAE, Q21.2., L |
and record SAE Form# here: EZ1RESSAEN
13A4. Severe Cardiopulmonary Decompensation, reqguiring CPR with ¢hest compressions & cardiac meds.
EZ1CPR
13A.4.a. Occured < 4 hrs after dosing procedure? EZ1CPRD FZ1CPRR EZ1CPRO EZ1CPRT
EZ1CPROC Yeéjz No” o—p / / IR ERRERnEnEE
13A.4.a.i. Enter on Form 21, SAE, Q21.3,,
and record SAE Form # hergZl ppaamN EZ1CPRS EZ1CPRA EZ1CPRC
- CODES FOR SEVERITY, RELATIONSHIP TO STUDY DRUG,
i . Al 6 pages of Form 13A must be faxed to DCC and Principal QEEISSJ:TKEEES f\ﬁi‘é“’é%f%ﬁ%ﬂl& é\ENg EVENT TYPE
s Investigator must sign and date Form 13A, page 6. '

Page 1 of 6

TOLSURF Randomized&FollowUp Packet_v2.5 (04/23/2013)

TOLSURF [EZ1] V2.0, 06/28/10 .



B TOLSURF FORM 13A:

Screening ID # Secolrlsdary Irﬁ%grs Randomization # .
ADVERSE EVENTS |EZ2IH HZ2STHD ). :
Dosing Period (Enrollment to 7 days after final dose) EZLRZACROS HZ2RANDN E
TIME POINT39. Dosing Period
EZ2VISIT
Relationship
Adverse Events Date of Event Severity | to Study Actions | outcome Causality Event
If occurance is "Yes" below, then report event on Form 21: SAE. (mm/dd/yy) Drug Taken Type
13A.5. 1 Severe PIE
T EZ2PIE EZ2PIED
EZ2PIER EZ2PIEQ E72PIET
13A.5.a. Occured < 24 hrs after dosing procedure?
g e [TV 0| 0 |0 000
13A.5.a.i. Ent Form 21: SAE, Q21.4., N
T and record SAE Form # heee; M EZ2PIES EZ2PIEA EZ2PIEC
13A6. O Severe Pulmonary Hemorrhage EZ2PULD
JC,) EZ2PUL EZ2PULR EZ2PULIO EZ2PUIT
13A.6.a. Occured < 24 hrs after dosing procedure?
ezzeuiocvesor Voo [T /T[T | O |0 O] 0|1
13A.6.a.i. Ent Form 21: SAE, Q21.5.,
) " Z;c?r;ec%rrrg SAE Form #IE%P ngg EZ2PULS EZ2PULA EZ2PULC
13A.7. 1 Pneumothorax requiring chest tube
EZ2PNE EZ2PNED o PNEF EZ2PNHO EZ2PNET
13A.7.a. Occured < 24 hrs after dosing procedure? B I
EZ2PNEOCYes QL Nopo—> / / D D D D D D
13A.7.a.i. Enter on Form 21: SAE, Q21.6.,
and record SAE Form #Eh,ezr%P L gle el EZ2PNES EZ2PNEA EZ2PNEC
CODES FOR SEVERITY, RELATIONSHIP TO STUDY DRUG,
ACTION TAKE, OUTCOME, CAUSALITY, AND EVENT TYPE
= All 6 pages of Form 13A must be faxed to DCC and Principal ARE LOCATED AT THE BOTTOM OF PAGE 3.
a Investigator must sign and date Form 13A, page 6.
. Page 2 of 6
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. FOR M 13A Screening ID # Secondary Irﬁ%grs Randomization #
TOLSURF ADVERSE EVENTS |[EZ3H EZBSIFIP |- L
Dosing Period (Enrollment to 7 days after final dose) ] Azdacplng EZBRANDN
EZ3VISIT  39@ Dosing Period
_|Relationship Actions . Event
Adverse Events Da(tgrg}‘dlg/\;g)nt Severity toDrSutéde Taken | Outcome | Causality Type
EZ HR EZBIVMHO EZBIVHT
138 1o vk Bz3yiiD ﬂ' ﬁ Q F_N[
EZ3IVH Iy / E R/Hs EZBIVHA EZBIMHC
1 - EZBPVLR 3;1\/ EZ‘ﬂ/LO Q EZC@’LT
13A.9. O Cystic PVL EZ3RYLD }
YR EPuL 43nY / EZ3RAVLS | | [EZBPVLA EZ3RVLC
13A10. Hydrocephalus ] ] EZBHYDR EZ@(DC @ EZ3HYDT
EZ3HiDDrequiring shunt EZEHYPD / EZ3HYDS EZ] DA EZ DC ||
13A11 10 NEC I\‘ [ / :LE EszCR EZ]I?_NrEC( M EZﬁCT
A1, EZ3NEC || BZ3MECD =78NEQS EZQEC A EZ3NECC
1. Isolated Q EZ@IPR Q EZIPO Q EZ@I PT
13A.12. O D
A S Gl Perforation || BZ3G1PD] |/ EZ3GIPS EZBGIPA > EZ3GIPC
EZ3MAL EZ LR EZ LD EZ L7
P 70 )
13A.13. 1OTracheomalaC|a VVA’ / EZQIAL EZBMALA £77 Q\LC |
13a.14. loTracheal E2337ED| |/ Q EZEITER Qr EZ@TEC 4; EZﬁTEW
EZ3STE Stenosis EZ3STHS EZ EA EZ EC
PDA requiring 7 EZBPDAR ;L) EZﬂDAC ’JJ;D EZﬂ)AT
13A.15. 10 EZ3RDAD
EZ3PDA !reatment 7 / EZ3PDAS ﬁ EZBRDAA EZ3PDAC
Hypotension . EZ P
E23E1y 1D (when treaied asl [EFSHY PR ]/ EZBHYPR Q E2+YPQ [l ﬁ
eported on Q11A.4.b.) EZ3HYPS EZ3HYP EZ PC
13A.17. 10 Pulmonary EZ3PHYD |/ EZ]TWR EZ@—IY( EZﬂWT
EZ3PHY Hypertension EZ3BHY EZ YA E7 YC
T=Mild 1=Not related 1=Not 1=Recovered/ | 1=Not rel. to 1=Expected
2=Moderate |2=Unlikely applicable Resolved study drug 2=Unexpected
3=Severe 3=Possible 2=Study drug | 2=Improved 2=Concomitant
4=Life-threat |4=Probably Discontinued 3=Unchanged med
= ening 5=Definitely 3=Standard 4=Worsened 3=Underlying
‘O.E‘ All 6 pages of Form 13A must be faxed to DCC |8=Unavail _related_ Eare _ SiDeathfSAE _condition
and Principal Investigator must sign and date Zbe':/ﬂgns;”” 8'Ll,Jn”kan‘fv'v'ﬁb'e/ 8‘32%33&*"6/ 8'Uunnak":$'fvﬁle/ 4'3;2?:;”9
. Form 13A, page 6. g=gnrl]<nown
=Other
Page 3 of 6 TOLSURF [EZ3] v2.0, 06/28/10

TOLSURF Randomized&FollowUp Packet_v2.5 (04/23/2013)

Draft

o



Draft

= W

ET

. TO LS U R F FORM 13: Screening ID # Secondary ﬁ%g{s Randomization #
ADVERSE EVENTS |[Ez4ip | F‘Mbl o7 ]. _
Dosing Period (Enrollment to 7 days after final dose) . [HZAACROS EZARANDIN
EZAVISIT _ @ Dosing Period39
D fE R?Iatsi?njhip Actions Type of
. o Stu ,
Adverse Events (%—Eﬁq%d/y‘ﬁm Severity Drug y Taken | Outcome | Causality Event
13A.18. O 1 Prolonged —1 |EZ DR ™/ [EZ DO EZ DT
Ez4PB radycardia/desaturation F74PBIDD / ﬁ
ithin 4 hours of dosing EZaPBDS EZZPBDA EZ DC
13A.19. O 1 Endotracheal - T EZ PRl ™ |EZ PO EZ PT
EZ4ETPtube problems requiring E 4E-|7F D / ‘E ﬁ ﬁ
reintubation w/in 4hr of dosing EZ4ETPS EZ4ETPA EZL; PC
Problems - —1 |EZAPTAR| 11 [EZ4PTAC EZ AT
13220 H_é%o obtaining E44F-|7AD / ) T T
rac | Aspirate samples EZ4PTAS EZAPTAA EZAPTAC
13A.21. Ol Unexpected ] iy —  |[EZAUNXAER — |EZ4UNXAE EZ4AGNXA
EZ4UNXAE Adverse Event EZ4UM’(A =D /
13A21.a.  This AE is related o |Describe AE below: EZ4AUNXAES EZ4UNXAEA EZAUNXAEC
of stucly drig administration.
' EZAUNXAECM
10 Yes 00 No
E EZ4U NXAESB
Complete SAE Form, Q21.7. and record SAE Form # here: EZAUNXAENO
3a22. 1o ROP cdarobd |/ E EZ4ROPR EZﬁFPD Qg Ezzﬁ)PT
EZAROP EZ4RORS EZ4ROPA EZ4ROP(C
EZ 1R EZ 10 EZ@HT
13A.23. 10 Sepsis EZ4S¢:|.D / Z@ ﬁ Z@ ﬁ q
EZ4SP1 E P1S E P1A EZ4SP1C
1=Mild 1=Not_ related 1=Not. 1=Recovered/ |1=Not rel. to 1=Expected
All 6 pages of Form 13A must be faxed to DOC  |Souocere | 2unikel | appeable | Rosoed | sudy g | 2=Unoxpecios
and Principal Investigator must sign and date 4=Life-threat gfgrc?ba_\tblly 3_I:gtscodntir:jued 3=Unchanged B_ncje(ii .
u £ Form 13A, page 6. 8=eJrI1r;g\’/ailable _reTaltrgdey ::asen o g;\éveogtshe:ggE _c:o:dieiggr:ng
I a /Unknown 8=Unavailable/ [8=Unavailable/| 8=Unavailable/ |4=Study drug
(see MOP) Unknown Unknown Unknown dosing
5=Unknown
6=0Other
. Page 4 of 6 TOLSURF [EZ4] v2.0, 06/28/10

TOLSURF Randomized&FollowUp Packet_v2.5 (04/23/2013)



Draft

.

r

1T

.TO LS U R F FOR M 13A Screening ID # SecolnDdary ﬁ%g{s Randomization #
ADVERSE EVENTS |EZ5IL HZSETHIDT . _
Dosing Period (Enrollment to 7 days after final dose) . i LRIDS EZSRANDN
EZ5VISIT 39@ Dosing Period
Relationship .
. Actions , Event
Adverse Events D?r%em%dgyy?nt Severity | tO DSrtLijgy Taken | Outcome | Causality Type
EZ5SP1 EZ58PID EZESP1R ELoSP1 EZESP1T
13A.24. 10 Sepsis ’/P / Ezg:’ls EZQD].A ] Ezg:’lc
13A25. 4 e%?ils?z EZ53H2D / g EZﬁDZR QD EZDSP2® M7 |EZ5SP2T
EZ5SP25 EZ5SP2A EZ5SP2C
EZ5SP3 EZ5SP3R EZ6SP30 — EZ5SP3T
13A26. 10 Sepsis Ez58PBD| |/ g ﬁs Q}
EZ5SP35 EZ 3A EZ5SP3C
EZ5SP4 EZﬁPArR EZ fl:mro EZﬁ:M'IT
13A.27. i
10 Sepsis GZ59R40 |/ EZQP4S EZQMA EZQP4C
( E SV
SV RSV ITEFeRelD] |/ z@ EZTFVR EZ@SVD g Z@
1~ Pneumonia E SV EZ VA EZ5RSVC
%%,%,’CP . Vocal chord EZSYZPD |/ Z@ E CPR Ezmﬁpo Ezm:P'"
paralysis E CR EZ PA EZ5VCPC
S50 THL 6 other 1 EPSPIATD) EZ50THIR EZBOTHILO EZoOTH
Describe "Other" event below: EZQTH 1S EZE;H'LA EZ H1C
EZ50TH1CM

Eﬂg All 6 pages of Form 13A must be faxed to DCC
and Principal Investigator must sign and date

Form 13A, page 6.

1=Mild 1=Not related 1=Not 1=Recovered/ | 1=Not rel. to 1=Expected
2=Moderate |2=Unlikely applicable Resolved study drug 2=Unexpected
3=Severe 3=Possible 2=Study drug |2=Improved 2=Concomitant
4=Life-threat |4=Probably Discontinued |3=Unchanged med
ening 5=Definitely 3=Standard 4=Worsened | 3=Underlying
8=Unavailablef related care 5=Death=SAE condition
Unknown |8=Unavailable/ 8=Unavailable/ [8=Unavailable/| 4=Study drug
(see MOP) Unknown Unknown Unknown dosing
5=Unknown
6=Qther
Page 5 of 6 TOLSURF [EZ5] v2.0, 06/28/10

TOLSURF Randomized&FollowUp Packet_v2.5 (04/23/2013)



Draft

. TO LS U R F FORM 13A: Screening ID# | Secopdary | Staff Randomization #
. . ADVERSE EVENTS EZAMD ~/RACROS ZARANDN
Dosing Period (Enrollment to 7 days after final dose) . rzAlsTHIDL ” .
Time Poirg‘c’ Dosing Period EZAVISIT
Relationship :
. Actions , Event
Adverse Event Date of Event Severity | to Study Outcome | Causalit
dverse Events o y Drug Taken Y I Type
13831, o other y L/ EZAOTH2R EZAQTH20 EZAROTHZ2
EZAOTH2 |~ ' BAAOTH?
escribe er" event below:
EZAOTH2S EZAOTHRA EZAOTH2C
EZAOTH2CM
1=Mild 1=Not related 1=Not 1=Recovered/ | 1=Not rel. to 1=Expected
2=Moderate |2=Unlikely applicable Resolved study drug 2=Unexpected
3=Severe 3=Possible 2=Study drug |2=Improved 2=Concomitant
4=Life-threat |4=Probably Discontinued |3=Unchanged med
ening 5=Definitely 3=Standard 4=Worsened | 3=Underlying
8=Unavailable| related care 5=Death=SAE condition
Unknown [8=Unavailable/ 8=Unavailable/ [8=Unavailable/| 4=Study drug
Unknown Unknown Unknown dosing
5=Unknown
6=0ther
| have reviewed all 6 pages of Form 13A and it is accurate to the best of my knowledge.
EZAPII
Pl Initials:
Principal Investigator Signature
. ZAPID| /
Form signed? 1 O Yes 00O No !
EZAPIS Date of signature:(mm/dd/yy)
1
. EZAPISD
5
Page 6 of 6

TOLSURF Randomized&FollowUp Packet_v2.5 (04/23/2013)
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. TO LS U R F FOR M 13 B . Screening ID # Secondary Irﬁ%?aflfs Randomization #
ADVERSE EVENTS |EZsT; i EZ6HTFID]. : =
Discharge Period (8 days after final dose to Discharge) . E46ACRDOS EZGRANDN E
13B.1. Did any co-morbidities reported on Form 11B or adverse events occur during the Discharge Period?| Time Point:
10Yes 0O No 8O Unknown 2@ Discharge period
e o EZO6AES EZ6VISIT
If "Yes", document below. Complete pages 1 - 4. Pl must sign and date Form 13B, page 4. (See MOP)
Relationship Actions Event
Adverse Events Daz';qer&gg;/ﬁnt Severity toDSrthéjy Taken Outcome | Causality Type
138210 Death EZ6DEA |EFLODEA / EﬁEAS EZEEAA Q EZTFACEZ&AW
EZ6DEA EZG6DEAQ
13B.3.10 Severe Cardiopulmonary Decompensation, requiting CPR With chest compressions & cardiac|meds.
EZ6CPR E260PRD| |/ Ez@ppqs g EZEPRA D EZ@RC E
EZ6CPRR EZ6CPRQO EZ6CPRIT
1384.10 Severe PIE =ZpP|gD / EzmlES ; Ezm EA ! EZ ﬂ C
EZ6PIE EZ6 R EZGRIEO E 1ET
138.5.10 Severe Pulmonary | EZBP ULD / EZmJLS l EﬁUL EZ@LC QJ
EZ6PU|1-|emorrhage EZ6PULR E7 LO EZ7 LT
138.6.10 Pneumothorax -/bP \IFD / E NES E NEA EZ EC
—/76PNErequiring chest tube EZ6PNER EZ EQ EZ Elr
1=Mild 1=Not related 1=Not 1=Recovered/ |1=Notrel. to 1=Expected
2=Moderate | 2=Unlikely applicable Resolved study drug 2=Unexpected
3=Severe 3=Possible 3=Standard | 2=Improved 2=Concomitant
4=Life-threat | 4=Probably Care 3=Unchanged med
ening 5=Definitely 8=Unavailabl¢/ 4=Worsened  |3=Underlying
All 4 pages of Form 13B must be faxed to DCC |8=Unavailable  related Unknown | 5=Death condition
= and Principal Investigator must sign and date /Unknown | 8=Unavailable/ 8=Unavailable/ |4=Study drug
5 Form 13B, page 4 (see MOP) | Unknown Unknown | own
’ 6=0ther
. Page 1 of 4 TOLSURF [EZ6] v2.0, 08/10/10

TOLSURF Randomized&FollowUp Packet_v2.5 (04/23/2013)



Secondary | Staff

.TOLSU RF :[?\I?IQAR%:IBEBéVENTS E S;:e_e — - :Tialbs D) Ra_ndomizati_on#

Discharge Period (8 days after final dose to Discharge) . =wirZ\lalis]ats LZIRANDN =
a
Time Point:

EZ/VISIT 2 @ Discharge period

) Relationship . Event

Adverse Events Date of Eyent Severity | to rstfgdy A.r‘;tl'(%rr'ls Outcome | Causality T§§2

O el T Y i Y g oY
19 IvH EZ7 EZ{IMHO EZZIVHT|

I:/V/_L)

13B.8. 1O Cystic PVL
EZ7PVL

e
E VLS EZ LIA B
ﬁ EZQ/LR ﬂv EZMLO EZ@/LC EZZRNVL T
E YDS EZ7HYDA EZ DQ [
ﬂ EZ?EDR E EZ{HYDQ m EZZHYD[r
EE(/EZMCR EZﬂECé\ZCOEZCC EZZN
]

Eﬁ”: EZ7|E¢L3R EZEIPIEZQPO EZIPC E';IP"
E@ALESZ ‘ LR EZTlAL-éZLOEZmALCEZ

138.9. 1O Hydrocephalus EZ7H)’DD
EZ7HYD requiring shunt

138.10. 10 NEC EZ7NEC F77N|§‘CD

Isolated EZ7GIPD
1I%BZ'171GI Gl Perforation y)

138.12. 10 Tracheomalacia |4 MA}—D
EZ7MAL

~ | O~ O~ O~ N~ T~

AMAL|T
138.13. 10 Tracheal Z[’S F EY7STES l EZﬁTEA EZHEC
EZ7STEStenosis EZISTER EZ473TEO EZ7STHT
EZ7BDAS EZ AC
138.14.10 pDA Requiring | F4[/PPAD _ ,5A EZTDAA
EZ7PDA Treatment | EZ7RDAR E27BDAD EZZRDAT
138.15. 10 Hypotension - EZZHYPS EZ7HYRA EZ PC
EZ7HYP (when treated |F 7HY,PD / Q Q
as reported on Q11B.5.b.) L1 |EZ PR EZZHYPQ EZZHYPIT
1=Mild 1=Not related 1=Not 1=Recovered/ | 1=Notrel.to 1=Expected
2=Moderate | 2=Unlikely applicable Resolved study drug 2=Unexpected
| 3=Severe | 3=Possible 3=Standard | 2=|mproved 2=Concomitant
i 4=Life-threat| 4=Probably care 3=Unchanged med
- ening 5=Definitely 8=Unavailablel 4=\worsened 3=Underlying
© 8=Unavailable  related /Unknown | 5=peath condition
o  All 4 pages of Form 13B must be faxed to DCC | /Unknown | 8=Unavailable/ 8=Unavailable/ 4=§tudy drug
1 1 i i osin
and Principal Investigator must sign and date |(see MOP)  Unknown Unknown | S8
. Form 13B, page 4. 6=Other
Page 2 of 4 TOLSURF [EZ7] v3.0, 02/08/11

TOLSURF Randomized&FollowUp Packet_v2.5 (04/23/2013)



.TO LS U RF FORM 13B . Screening ID # Secondary Irﬁ%?glfs Randomization #
ADVERSE EVENTS |F48TL FZBACROY ||[EZSRAND .
Discharge Period (8 days after final dose to Discharge) EZ8STEHD " ) "D@
TIME POINT:
EZ8VISIT 2‘ Discharge period
Relatsionghip Actions Event
Date of Event i to Study i
Adverse Events ?mem%d/}yy?n Severity Drug Taken | Outcome | Causality Type

JIN

13B.16. lo Pulmonary EZ8PV‘|YD / EZﬁHYS EZ YA M-I EZ@"YC L@
EzgPHY Hypertension EZ8PHYR EZ&PHYO EZSPHMIT
13B.17. 10 Unexpected B EZBUNXAE EZ XAE EZBUNXAE
1 Adverse EZsUMXAED| / m E m\‘ T \
Event Describe AE: EZSUNXAER EZSUNXAEO EZSUNXAET
EZBUNXAE EZ8UNXAECM
sk [P TP b T bl T o
EZBROP EZ PR EZ PO EZBROPT
_ ] EZBSP15 EZ 1A EZ 1C
13B.19. 10 Sepsis Y8F P ﬁ Qz ﬁ Q) ﬁ Qz
E785P1" EzssPID| |/ EZBSP1R =78SP10 EZeSP1T
EZ 25 E P2A
13820. 1O sepsis Ers$pio| |/ ﬁ > Q: Zﬁ g EZ8EZC Q
EZ8SP2 EZ 2R EZ8SP20) EZ 2T
EZBSP3B
wz o sepsis || EpapRd |/ PR Ll PP L] E2 T fodost
EZ8SP3 EZ 3R EZ8SP30 E P31
1 _ EZﬁP4S EﬁP4A gLD EZ8@4C
13822. O S 788 h b
Ez8SP4 EyspPeD] |/ EZ8SPR EZ8SP4Q EZQ:M
1=Mild 1=Not related 1=Not 1=Recovered/ |[1=Not rel. to 1=Expected
2=Moderate | 2=Unlikely applicable Resolved study drug 2=Unexpected
3=Severe 3=Possible 3=Standard 2=Improved 2=Concomitant
4=Life-threat | 4=Probably care 3=Unchanged med
ening 5=Definitely 8=Unavailable/|4=Worsened |3=Underlying
8=Unavailable related Unknown 5=Death condition
Eﬁ All 4 pages of Form 13B must be faxed to DCC /Unknown | 8=Unavailable/ 8=Unavailable/ [4=Study drug
S and Principal Investigator must sign and date | (s¢¢ MOP) | Unknown Unknown | dosing
Form 13B, page 4. 6=Other
. TOLSURF [EZ8] v2.0, 08/10/10
Page 3 of 4

TOLSURF Randomized&FollowUp Packet_v2.5 (04/23/2013)



. FOR M 13 B: Screening ID # SecolnDdary ﬁ%g{s Randomization # .
TO LS U RF ADVERSE EVENTS [EZ91D tz.95>% .
Discharge Period (8 days after final dose to Discharge) . EZOACRQS ANDN =
20 Discharge period ° E
Relationship ) EZ9V]SIT -
Adverse Events Date va nt Severity | to Study Actions | o tcome Causality Event
(mm? Drug Taken Type
EZ9SP1 | EzbsPiD EZﬁP.LS EZOSPIA EZﬁlC
138.23. 10O Sepsis /1 / E7 1R ] EZELIO EZQ:H]
E[ngRSVO RSV ' EZ9R$VD / EﬁSVS EZTS\/’A EZ@VC
Pneumonia EZ VR EZ VO E Sv|r
EZ9VCP = o E CPS E CPA EZOVCPC
79525 10 Vocal chord | EZBV "IP‘D / ﬁ/ Zﬁ m & .
paralysis EZ PR EZ PO EZ PT
EZ90TH1 = EZ99TH1 )
13826, 105 EZ9OTHID | ﬁ S EZﬁTHlA Ez9ﬂ H1C Q
Describe Other event below: EZ96TH1R EZ H10 EZSOTHLT
EZ9OTHICM
EZ90TH?2 EZSOTH?2 EZ H2C
13B.27. 10 Ot?u(a)r =490 -IZHZL / ﬁ) S EZﬁTHZAQT ﬁ Q)
Describe Other event below: EZ9OTH2R EZ H20 E THPRT

EZ90TH2CM
1=Mild 1=Not related 1=Not 1=Recovered/ [1=Not rel. to 1=Expected
I have reviewed all 4 pages of Form 13B and it is 2=Moderate [ 2=Unlikely applicable Resolved study drug 2=Unexpected
3=Severe 3=Possible 3=Standard 2=Improved 2=Concomitant
- accurate to the best of my knowledge. E 9P| 4=Life-threat| 4=Probably care 3=Unchanged med
I . ening 5=Definitely 8=Unavailable/| 4=Worsened |3=Underlying
£ Pl Initials: 8=Unavailabl related Unknown | 5=Death condition
a Principal Investlgator Signature e/Unknown | 8=Unavailable/ 8=Unavailable/ [4=Study drug
Unknown Unknown dosing
MOP
Form S|gne Z9PIS dz O9RID / (see MOP) 5=Unknown
. love Date of sianaiore: ol 6=Other
ate of signature:(mm/dd/yy) Page 4 of 4 TOLSURF [EZ9] v2.0, 08/10/10
1 EZ9PISD

TOLSURF Randomized&FollowUp Packet_v2.5 (04/23/2013)



W

FORM 14A: HOSPITAL COURSE
WHILE AT STUDY HOSPITAL

Draft Screening ID# | Secondary | Staff Randomization #
TOLSURF [Fe9 | [ L I T ek

: 1ACRO HCERANDN
enta Was niont guen 0N sotdion? 1 EOaToRN

Month Day Year Month Day Year

14A1ai. Start Date: | HCUTPNSTY / End Date: [HC1TPNENT /
14A1.aii. Start Date: | HCITPNST2 / End Date: |HEITPNENZ2 /
14A1.aii. Start Date: [HEITPNS[T3| / End Date: [HC1TPNENS| /
14A1.aiv. Start Date: |HELTPNST4| / End Date: |[HGLTPINEN4| /
14A.1.a.v. Start Date: HClTPNSTS / End Date: HClTI?NE\IS /
14A1.avi. Start Date: |[HE1TPNS[T6| / End Date: |HC1TPNENSG| /
14A.1.avii. Start Date: |HCITPNS[T7| / End Date: |[HC1TPNEN7| /
14A1.avii Start Date: |HCLTPNS[T8| / End Date: |HC1TPNENS /
14A.1.a.ix. Start Date: HClTPNST9 / End Date: HClTI?NE\I9 /
14A1.ax. Start Date: [HE1TPNS[T10/ End Date: |[HGLTPINEN1D/
14A1.axi. Start Date: | HCITPNST11/ End Date: [HC1TPNEN1L/
14A1.axi. Start Date: |HELTPNS[T1R/ End Date: HG1TH#NEN12/
14A1.axii Start Date: | HC1TPNST18/ End Date: |[HG1TPINEN1B/
14A1.axiv. Start Date: |[HGLTPNSTT14/ End Date: HG1TFNEN14/

Page 1 of 2 TOLSURF [HC1] v2.0, 08/09/10 .
]

TOLSURF Randomized&FollowUp Packet_v2.5 (04/23/2013)

Draft



I FORM 14A: HOSPITAL COURSE
_ WHILE AT STUDY HOSPITAL _

Draft
Screening ID# | Secondary Irﬁﬂjilfs Randomization #

TOLSU RF HCZIE) = .,.2\: FID

HO2ACROS HC:?RAN‘I:N

14A.2. SURGERIES: (For Surgery Codes see MOPI_]
CZS

RGPER
14A.2.a. Were any surgeries performed? 13Ye H

Month Day  Year
14p2.a.i.  Surgery Code: SHE2SCODEL Dpate:|HCH $DATEA
14A2aii  Surgery Code: S|HC2SCODE?2 Date:| HC2EDATH?
14A2.aiii. Surgery Code: SHC2BGODE3 Dpate:| HC2ZBDATHS
14A2.aiv. Surgery Code: SHC2SCODE4 Date:| HC2EDATHA
14a2.av. Surgery Code: SHE2SCODES pate:| HebADATHS
14A2.avi. Surgery Code: SHC2SCODEG Date:| HC26DATED
14A2.avii. Surgery Code: SHE25GODET Date:] HCPEDATHT
14A2.avii. Surgery Code: SHG25CGODES Date:;| HC2EDATH:

14A.2.b. Have additional surgeries been performed? 10 Yes 0O No
HC2ADDSUR

If Yes, report these additional surgeries on FORM 14C: HOSPITAL
COURSE - Additional Surgeries While at Study Hospital.

14A.3. TRANSFUSIONS: (all blood products provided by Blood Bank)
14A.3.a. Was infant given any transfusions? 10 Yes 0O No

HC2TRANPER
Month Day Year
14A.3.a.i. Date: HCATRANDL/ Number of transfusions]C# TRANNL
14A.3.a.ii Date: HCZVRANDR/ Number of transfusions: | 1¢2TRANN2
14A.3.aliii. Date: HCRTRAND3Z Number of transfusions: | 1T¢2TRANNS

Report additional tranfusions on Form 14B - Additional Transfusions

14A.3.b. Have addition transfusions been performed? 10O Yes 00 No
HC2ADTRPER

Complete Form 14B: Additional Transfusions Form

HC2ADFORMN
14A.3.b.i. How many Form 14B: Additional Tranfusions forms were used?

Draft

. Page 20f2  TOLSURF [HCZ] v2.0, 08/09/10 .
] ]

TOLSURF Randomized&FollowUp Packet_v2.5 (04/23/2013)


http:14A.2.a.vi
http:14A.2.a.iv
http:14A.2.a.ii

H - FORM 14B: ADDITIONAL TRANSFUSIONS |

Draft Screening ID # Secolrlgdary ﬁ%%fs Randomization # Té%%‘_#
. HCXATROS H HEXRANDN _
HICXID HCXSTHIDL |- ‘L HGXADDTRAN

Each Form 14B faxed to the DCC, rerquires a unique number in the Add. Trans. # box
above. For e.g. enter 01 on first form used, 02 on second form, 03 on third form, etc.
An Add. Trans. # can only be used once. i.e. each form requires a unique #.

14B.1. ADDITIONAL TRANSFUSIONS:
14B.1.a. Were additional transfusion/s performed? E]Yes 8No

HCXTRANPER

Month Day Year
14B.1.a.i.  Date: H‘CXVRAND]'/ Number of transfusiol_r|1g::xTRANNl
lesfal.  Deier H‘CXVRANDZ/ Number of transfusior|1_|s(::XTRANNZ
14B.1.a.iii. Date: H‘CXVRAND?’/ Number of transfusiorlw_ls(::XTRANN3
14B.1.aiv. Date:| HCXTRAND4/ Number of transfusiolﬁlsc::XTR'A NN4
14B.1.a.v. Date:| HC W"AND 5/ Number of transfusiolﬁlsc::XTRA NNS
14B1avi. Date:| HCXTRANDS/ Number of transfuggw)é:-rRAN NG
14B.1.a.vii. Date: HC |/’|" AND 7/ Number of transfusll_é%s?:(TRAl\ N7
14B.1.avii. Date:| HCXTRANDS/ Number of transfusiaazs | RANNS
14B.1aix.  Date:| HC 7RANDY/ Number of transfusli_égé-rRANNg
14B.1.ax.  Date:| HC IRANDLO Number of transfudibnét | RfANN10
14B.1.axi. Date:| H CX-V’F‘ AND li Number of transfuSHE;S?:CI-RANN11
14B.1.axi. Date:| H CX'IfP AND ]-é Number of transfusiol_ln%::x-rRA il
14B.1.axii. Date:| H CX-V’F‘ AND lé Number of transfusicl)_%g’:xTRA NN13
14B.1.axv. Date:] HCXTRANDLA Number of transfusibl & TRANN14
14B.1.axv. Date: HCXTRANDL Number of transfusil(Sh%.X-er'A‘r\lN:I'5

Month Day Year

Draft
. page 1of 1 TOLSURF [HCX] V1.0, 12/14/09 E .

TOLSURF Randomized&FollowUp Packet_v2.5 (04/23/2013)



FORM 14C: ADDITIONAL SURGERIES
_ E WHILE AT STUDY HOSPITAL _

Draft
Screening ID # Seco%dary Staff Randomization #

TOLS U RF HCZ !:) I ';nci:t_i‘;;TF D]|.

HAZACRO! HGZRANDN

14.C.1. SURGERIES: (For Surgery Codes see MOP) HCZSURGPER
14C.1.a. Were any additional surgeries performed? 1 iYes 0O No

Month Day Year
14C.1.ai.  Surgery Code: S HEZSCODEL Date: HCZ$DATI

14C.1.aii  Surgery Code: S HCZISCODE?2 Date: |[HCZASDATE
14C.1.aiii. Surgery Code: S [HCZSCODES Date: [HCA$DATH
14C.1.a.iv. Surgery Code: S|HCZASCODE4 Date: |HCZ i[)AT[
14C.1.av. Surgery Code: SHCZBCODES Date: |[HCAYDATEH
SCODE®6 Date: HCZiDATE
SCODE?7 Date: [HCZ$DATH
SCODES Date: [HCZ$DATE
SCODEY Date: [HCZASDATH
SCODE1ate: |[HCZ$PAT
SCODE11Date: |HCAFDATE
SCODE1Date: HCASDATEL
SCODE1®ate: [HCZFDATEL
14C.1.axiv. Surgery Code: SHCZSCODE14Date: HCZIDATE 14
14C.1.axv. Surgery Code: S HCZISCODE1MDate: [HCZA$DATEL
14C.1.axvi. Surgery Code: S HCZSCODE1ate: HCZFDATE 1

_H.

\J

\NI

14C.1.avi. Surgery Code: S H(

7/
L

)

14C.1.a.vii. Surgery Code: S [H(

J
L

)

14C.1.aviii. Surgery Code: S H(

NLINL DN
™ D N~ O~ U= I~ T~ T

C)

14C.1.aix. Surgery Code: S |H(

(@)

N
L

—

\J

14C.1.ax Surgery Code: S H(

nN NG NN

)
N

-
H

14C.1.axi. Surgery Code: S H(

\J

)
NI
o

14C.1.axi. Surgery Code: S |H(

il
N N
O
N
W

14C.1.axii. Surgery Code: S |H(

N
\J
N
+==

)
N
o1

)
N
\>

Draft
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N E FORM 15: MEDICATIONS B

WHILE AT STUDY HOSPITAL

Draft ) Secondary | Staff -
Screening ID # 1D Initials Randomization #

T . NTDLACROY . .
OLSU RF MD1ID !&lDfSTFID ‘MD1RANDN

15.1 SYSTEMIC CORTICOSTEROID ADMINISTERED? Yes Q) No 8O Unknown
(list all courses) MD1SYCOAD MB1STBASG]
15.1.a. Start Date: ‘I\/I[)lSQﬁSTAR]/ Stop Date: ‘MDlSQﬁ‘STDP]/ o%lcg)oing-
NID].SC YPE]. Month Day Year Month Day Year :

ype: (select one)10 Dexamethasond O H drocortlsone 30 Other

Reason(s) given: 1838‘?’ RBPDlZIQ!XI rena nsu#tlmency 1o Other

(Eeleet ezt Eppl) lO Higotensmn lo EXtUb%t}Q?pr1 MD1SCROT1

NDISIDAOG2
15.1.b. Start Date: ‘M[)iw Stop Date: ‘MD15>C~>T3/PZ Onééomg:l
MD1SCTYPE2 Month 1 Day Year Month 3 Day Year

Type: (selectone) O Dexamethasone OH drocortisone O Other
MD1SCR

BPD2 MD1SCRA|2
Reason(s) given: 10 BPD 10 Adrenal insufficiency 10 Other MD1SCROT2

15.1.c. Start Date: MMSCSTAYP3 stop Date: | |MPAPCBTARS | |08

(select all that apply) 1?/ t&pg{ggg@ﬁzlo Extubation MD1SCREX2 OO

Month Day Year Month ay ear

MDlS%/-IF; ect one) & Dexamethasone ~ O Hydrocortisone “O Other
MD1SCRBPD3 MD1SCRAI3
Reason(s) given: 10 BPD 10 Adrenal insufficiency 10 Other MD1SCROT3
(select all that apply) 19 |;¥Q_Qlen§iﬂmflo Extubation MD1SCREX3
VIDISCRBPS MDISTDAOG4
O
15.1.d. Start Date: MDlﬁCSTA F)M Stop Date: MDlﬁCSTOWL Ong%mg;
D1SCTYPE ver oy

ype: (select one) & Dexamethasone O Hydrocortisone O Other

Reason(s) given: MB&ECRBPD% ACMQ&$%E%&|ency 10 OtherMD1SCROT4

(select all that app'y) }({)o&e:(rlsp‘l)on ClExtubatlon MD1SCREX4

15.1.e. Start Date: MD(lSCSTAR5 Stop Date: M‘mSC:ST(pPS Ongding:

ML v DlST(g)AOGS

MDlSCTYPESMon Day Year 2 Month Day Year
Type: (select one) OlDexamethasone O Hydrocortisone %Other

R?a?o”nt(hs)t glvlen M I5)|J1§CRBP Adrena]f msﬁfac\:lency 1o other MD1SCROT5
(select all that apply) 10 Hypotension lO Extubation MD1SCREX5

Ao ISCRER - MBISTDAOG6
15.1f. Start Date:| |MDABCSTARG Stop Date:| |MPABGSTIGR6 | | OL
MD1SCTYPEG ™ont Day Year Month Day Year going:

Type: (select one) OlDexainSeglgsglg% éO Hydrocortisone % Other
Reason(s) given:10 BPD 10 Adrenallnsu’f?mency 10 OtherMD1SCROT6
(selectallthat apply) ) 5 Hypotension 10 Extubation MD1SCREX6

MDISCRBEPO

Draft
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B E_J FORM 15: MEDICATIONS

WHILE AT STUDY HOSPITAL

Draft

Screening ID # Secolgdary Staff

Initials Randomization #

TOLSURF MD2ID C.M,Dbl MDARANDH

1D 9

15.2 CAFFEINE ADMINISTERED? ]3 Yes 00 NoB o Unknown MD2CAFADM

(list all courses)

Month Day Year Month Day

Year

|4 L = Ongoing:
15.2.a. Start Date: VIDZC'AS)TRD]'/ Stop Date:‘MDZ(’A DTPD]'/ “A_zgﬁag\gr']rgoc;l
g D P AR :
159.b. Start Date:MDZCA(qTRD._/ Stop Date:l\/lDZ(,é‘\oTPDZ/ M z(g:néosir_]léocaz
15.2.c. Start Date: VIDZC:/XSTRD?)/ Stop Da’[e:‘MDZ(/A DTPD3/ Vin ]2?9{5\§TOG3
MD2¢ASTRDY/ MD2CASTPDY [ fg ° ™
15.2.d. Start Date: Stop Date: !\'/!Di%ﬁgso-ilr-\gcél
L L CAB o) ’
15.2.e. Start DateMDzCA{S’TRDb/ Stop Date:‘MDZ( ADTPD5/ MD?%’ﬁ\gSo-ilr;g-GS
15.3. CONTINUOUS INFUSION PRESSOR(S) ADMINISTERED? 1o Yes 00 NoB O Unknown
(see MOP for definition, list all courses) MD2PRSADM
Month Day Year Month Day Year .
N ngoing:
153.a. Start Date:| MP2PRSTROY Stop Date:M\D2PRSTPDIL/ | MB2PROG1
MD2PRSTRD - Ongoing:
15.3.p. Start Date: P %’ Stop Date:‘MDZPRDTPDZ/ MP2PROG2
Ongoing:
153.c. Start Date:|VID2PRSTRDY Stop Date: M\P2PRSTPOY | MBIPROG3
D = ngoing:
15.3.d. Start Date: MD2f FSTRDA/ Stop Date:‘MDZPRDTPDA'/ N BQPROG4
MD2PRETRD b ejelini)
15.3.e. Start Date: R 7 Stop Date: MDZPRSTPDY MB2PROG5
P ) b 1Ongoing:
1535, Start Date:| D2 RPTROG stop Date;| " P2PRSTPOY | \155PROGE
D ngoing:
15.3.q. Start Date:| ' D2PRSTRO7 Stop Date "O2PRSTPO7 | MoZPROG?

15.4 VITAMIN A (administered to prevent BPD)
13 Yes OO No 8 0 Unknown MD2VITA

Ongoing:

e S MD2VA$TAR1 | Stop Date] MDAVASTOPA

M

XA0G

Draft
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W [l

FORM 16A: DISCHARGE REPORT |

Draft Screening ID #

Secolrl1D dary Staff

Initials Randomization #

TOLSURF [PEH L1 e,

Abne ||| DEIRANDN

ol

16A.1. DISCHARGED HOME FROM STUDY HOSPITAL: DE1HOME
16A.1.a. Was infant discharged home from study hospital? 13 Yes 0O No
16A.1.a.i. Date of discharge home: 2 EJ'IAON ED/
Month Day Year
16A.1.a.ii. Weight at discharge homé?t:lHUPvl E Igrams

16A.1.a.ii. Head circumference (to the nearest 0.5cm)

16A.1.a.iv. Respiratory status when discharged home:

at discharge home: DEElI_.l@IEmH

(select highest level of support)

0O Inroomair DE1HOMEYVY 20 Oxygen continuously
1 O Mechanical ventilation w/trach 30 Oxygen intermittently

16A1av. OxyJ6H SAlTi o %

DH E .
16A.1.a.vi. Last PCO2,within 2 weeks of discharge home: mm Hg  (see MOP)IO Unavailable

16A.1.a.vii. BP icati when discharged home: (select all that apply)
1 %H@ﬁ%‘ 10 SlERHOMERSS 10 NoneDETHOMEBNO
DELHOMEB BOlBronchodiIators 10 REEEOM&E&A? 10 Unavailable DE1IHOMEBU

THOMEP DE1HOMEPU

DEIHOMEB O Other | DE1HOMEOS
DELHOMEM\Vo,Multivitamin type:| DEIHOMEMVS

16A.2. DISCHARGED TO OTHER HOSPITAL(OH): DE1HOSP
16A.2.a. Was infant discharged to other hospital? 1EYeS 0@ No

DELHQSPD |/

16A.2.a.i. Date of discharge to other hospital: Sont

Day Year

16A.2.a.ii. Weight at discharge to other hospitalDElHOSP\NBrams

16A.2.a.ii. Head circumference (to the nearest 0.5cm)

16A.2.a.iv. Respiratory status when discharged to other hospital:(select one)
0O Off ventilator, off CPAP, off oxygen, off nasal cannula

1O On mechanical ventilation DE1HOSPV
20 On SiPAP, BiPAP or nasal prong ventilation

30 On nasal CPAP
40O On continuous nasal cannula

at discharge to OH: PELH S I.

16A2.a.v. FiBZ:EE_ Cl)_Phln)H-l & Pi"ré\]/flfective oxygen: FiO2: @;LHOSP EO

16A.2.a.v.i. Oxygen saturstbnt HGSR O o,

DE1IHOSPU

F1HO

16A.2.a.vii. Last PCO2 prior to 36 week datg.)IE

Sr‘i#:)nllDHg (see MOP) lO Unavailable

. Page 1 of 2
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FORM 16A: DISCHARGE REPORT

m [T n

Draft Screening ID # Secondary Irﬁ%glfs Randomization #
DE2IE DE2JTFID|. .
TOLSU RF : 2ACRDS || DEXRANDN
16A.3. DISCHARGED HOME FROM OTHER HOSPITAL(OH): DE2HOME

16A.3.a. Was infant discharged home from other hospital? 13 YesgO No gO Unknown

16A.3.a.i.

16A.3.a.ii.

16A.3.a.iii.
16A.3.a.iv.

DERPHOMEV,

16A.3.a.vi.

DE
Month

DEZ2

4HOME

P
Day

MEWT

grams

Date of discharge home from OH:

Year

H(

Weight at discharge home from OH:

Head circumference (to the nearest 0.5cm) at discharge home from OH:

Respiratory status when discharged home from OH: (select one)

10

DE2HOMEWTU
1o Unavailable

naalsble

DE2HOMEH

10 Una;/ailable
DE2HOM

0O In Room Air =—————pp| 16A.3.a.v. Date weaned to room air:
20 Oxygen Continuously DEIWEAND

30 Oxygen Intermittently Month Day

Year

(O Uravamble ] -

1 O Mechanical Ventilation w/trach
80O Unavailable DE

Oxygen saturation when discharged home from OH:

0O
J

@)
o lo

DE2HOMEOU
Unavailable

EHL

16A.3.avii. Last PCO2 within 2 weeks of discharge home from OH:IPEZH

r@ﬁ‘\?‘ érom OH: (select all that apply)

DE2HOMEPU
Cr)nl\r/lnElelo Unavailable

(see MOP)

16A.3.a.viii. B i i hen,gdj
10 %’?;%PQR}IEEB]O g% eic StETdS 10 None DE2HOMEBNO
10 BoRHSAMER B lo mis edbstermds 10 UnavailableDE2HOMEB U
DE2HOMEBOTO Other |  DE2HOMEOS

DE2HOMEMV O Multivitamin type:| DEZHOMEMVS

16A.4. AUDIOLOGY: Screening Test Prior to Discharge: DE2AUD
16.4.a. Was audiology test performed? 18 Yes 0O No 80 Unknown

DE2EARR)| 16A4.a.i. RIGHT EAR: (select one) 0O Passed 10 Failed 20 Refer 30 Not done

DE2EARL| 16A4.a.ii. LEFT EAR: (selectone) QO Passed 1O Failed 2 O Refer 30 Not done

16A.5. OPTHAMOLOGIC: DE2ROP

16A.5.a. Was ROP screening performed? 13Yes 00O No 80 Unknown
(see MOP)

16A.5.a.i. ROP Classification: (worst stage observed in either eye)
0o No ROP 10 Stage 1 20 Stage 2 30 Stage 3

DE2ROPCLAS4O Stage 4 O Stage 5 80 Unknown  oO Not Applicable

If ROP Stage 1 - 5, enter on Form 13B: Adverse Events, Q13B.19.
16A.5.a.i. Was ROP surgery performed? 10 Yes ~O No O Unknown
DE2ROPSUR 19 Yes o No g0

H2ROPSU

Enter on Form 14,
Hospital Course, Q14A.2.

Draft
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16A.5.a.ii. Date of surgery:



http:16A.5.a.ii
http:16A.4.a.ii
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N E FORM 16B: HOSPITAL DISCHARGE N
BREATHING OUTCOME QUESTIONNAIRE

Screening ID # Secondary|  Staff Randomization #
ID Initials

TOLSURF DAL DRLISTED 1. 1 1.
; DPIACROS DPLRANDN

Draft

This information to be collected from parent/guardian at time of discharge from study
hospital and faxed to the DCC with other discharge forms.
Was interview conducted? DP1INTCON
DP1CQOMIPD
loYes —> Date questionnaire completed: C’C /

DPlNOINTR Month Day Year
0O No—— (O Child died 10 Unable to contact family 20 Family refused

16B.1. Information received from (list primary caregiver):(select one) DP1INFOFM
10 Mother 20 Father 30 Grandparent 4O Foster Parent 5O Other
16B.2. How many people normally live in your home including your baby (for at least
6 months of the year)? (select one) DP1INH
10 2-3 20 4-6 307-10 40 >10

16B.2.a. Are there any children < 5 years of age (other than your baby) that live in the home?
DP1CINH oo None 101-2 203-5 306-8 40 >8

16B.3. Do you have any pets’?&select all that apply)

DP1PCAT DP1POTH
DPlf l@one 10 Dog 10 Cat 10 Other furry animals 18 Flsh 1§El|rds 10 Other

DP1PDOG DP1PFRY DP1PBIRD
16B.4. Infant feeds:(selectone) Ho1FEEDS
10 Breast milk only 30 Breast milk and formula 50O Other

20 Formula only 40 No enteral feedings

16B.5. Will your child receive any care outside the home in the next year? DP10OCARE
:L&Yes 0O No gO Unknown

16B.5.a. Who will provide care?(select all that a plyg
gPlFlSLTV PlCDC D|I_? RND_DP1COTH
1 Re 10 rl

ends 10O Other
16B.5.b. Will other children that are not siblings be present at outside care site?
10 Yes OO No gO Unknown DP1OCLD

ves 10 aycare

16B.6. Please describe the situation regarding smoking in your child's home: (select one)

16B.6.a. Which one of the following statements best describes the situation regarding
smoking in your child's home? DP1SMKSIT

1 O Smoking is allowed in any room in the home
2 O Smoking is limited to part of the house where the child will rarely go
3 O Occasionally there is smoking inside the house (visitor, family member)

4 O There is no smoking inside the house at all
50 Other

Draft
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B fa9 FORM 16B: HOSPITAL DISCHARGE |
5 BREATHING OUTCOME QUESTIONNAIRE

Screening ID # Secondary Staff Randomization #

ID Initials
TOLSURF e 1121 de2kakion

DRPRACROS

—7 YT\ e

16B.6.b. Does either parent smoke? 1 EYeS 00 No gO Unknown DP2PSMK

16B.6.b.i. Estimated number of cigarettes per day: DP2PSMKPD
10 <5 205-10 30 11-20 40 > 1 pack/day gO Unknown

16B.6.c. All together, how many people who live in the home smoke? DP2PHSMK
OO None 101-2 20 >2 80 Unknown

16B.6.d. Will your child travel regularly (at least once a week) in a vehicle (car or truck) that
someone smokes in, even when the child is not in the car? DP2INCAR
10 Yes 0O No 80 Unknown

16B.7. Please tell us what breathing and allergy problems run in the family.

16B.7.a. Biological parents - one or both: (select all that a plyg)
DP2BPOTH
10 A@@%é}?é%&rent lung infections 10 % i% ti'(\)/lﬁoélnergies

10 Al:l?g)féllé? (%I'l'érgies/hayfever) 10 RERREEC i-g ﬁ?n%%PNON

16B.7.b. Grandparents - one or both:(select all that %)Bl?
[?PZC}PAS . . GPMAL DP2GPOTH
10 Asthmalrecurrent lung infections 10 Medication allergies 10 Other
10 APeFr) |(g;s|:()aAN%rgies/hayfever) 10 |:I):'Fc)zzecr;nFe)wEC 10 ,;?oPnZeGPI\IOI\|
16B.7.c. Slbll%z-sone Oé both: (select all that apply) DP2SBMAL DP2SBOTH

10 Astgrznggecurrent lung infections 10 Mlgdication allergies 10O Other
10 A[Rergles éh’ergies/hayfever) 10 IECzema 10 l\[l%l:r:gSBNON

16B.8. Please tell us more about your baby's background:
16B.8.a. Maternal education: (select one)DP2ZMATEDU
1 O Some education, High School not completed 3 O Some College 5O Graduate study
2 O High School graduate 4 O College graduate gO Unknown/Unavailable

16B.8.b. Paternal education: (select one) pp2PATEDU
1 O Some education, High School not completed 30 Some College 5§ O Graduate study

2 O High School graduate 4 O College graduate gO Unknown/Unavailable

16B.8.c. How will your child's health care be paid for? (select one) DP2PAY
10 Private Insurance 20 Medicaid/Public 30 No Insurance (self pay)

Draft
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[ | E FORM 17: DEATH REPORT [ |

Draft

: Secondar Staff it
Screening ID # D y Initials Randomization #

-DHLIP [(PHAACHOS

T

DH1RANDN

L STEID

TOLSURF

17.1. Did infant die? ﬁYes 0 No® 0 Unknown — oo

DH1DIED .
must still sign and
date page 2.
17 1.a. Date of Death: / / pag
DH]_DOD Month ay ear

17.1.b. How many days after dosing with study drug/sham did death occur? DH1DOSING

lo <7days —»

Enter death on Form 13A: Adverse Events, Q13A.2. and
Form 21: Serious Adverse Events, Q21.1.

20 >7 days —»

80 Unknown —»

Enter death on Form 13B: Adverse Events, Q13B.2.
only. Do NOT enter this death on Form 21: Serious
Adverse Events

1o Study hospital
20 Home
30 Other hospital

17.2. Where did infant die? DH1IWHERE

00 Sepsis

17.3. Primary Cause of Death: (select one) DH1CDP

10 Respiratory Disease %0 Pulmonary Hemorrhage 6o NEC

30 Pulmonary Hypertension 20 IVH

I%Hl DSSE

/O Other - specify below: 20 Cardiopulmonary Arrest 80 Unknown
DH1CDPOGCM
17.4. Secondary Cause(s) of Death: (select all that apply)
1CDSIVH

loSepsis lo
To REpHOR Biszase o Plibian Hid

PLlﬂlr%grB Pl-blgertension

orrhage JO RE&CDSNEC

DH1CDHSOCM

1o BHACRER How. o 94#&&)'8 %(‘?é\ry Arrest o BAKhGRSUNK

17.5. Was life support
10 Yes 0O No

withdrawn? DH1LIFESUP
EED Unknown

Draft
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[ | E FORM 17: DEATH REPORT

Draft

TOL SU RF i T emesTelb | PH2RAND

Screening ID # Secolgdary Irﬁgglfs Randomization #

DH2RSD

17.6. What is the relationship of death to study drug/sham: (select one)

17.

1 0 Not related 2 O Unlikely
4 i Probably related 5 i Definitely related 3j Possibly related

o Expected 20 Unexpected

17.6.a. Type of death: (review MOP instructions) DT{ZTYPE

7. Was an aUtOBIS—YZ%U'(I)'rCr)nPed? 13 Yes OO No 80 Unknown

80 Unavailable/Unknown

|/ DH2AYTOPD

Month Day Year
17.7.b. Enter Cause of Death and Pulmonary autopsy findings below:

17.7.a. Date of autopsy:

DH2AUFIND
Principal Investigator Initials:
Principal Investigator Signature DH2PII
Form signed? 10 Yes 0 ONo DH2PIS
Date of signature: / DbLIZZP D
Month Day Year

1 ODCC ONLY: Confirm PI signature and date DH2PISD

Page 20f2  TOLSURF[DHZ2] v1.0, 12/25/09
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T

FORM 18: PROTOCOL DEVIATIONS [

Draft Screening ID # Secondary ﬁ%ﬂ{s Randomization # PD
P[: 1|:) })le FID TraCklng#
| R - . D d A (P

Fax Form 18: Protocol Deviations to the DCC as deviations occur. At least one Form 18, pgs 1 & 2, is
required for each infant. The PI must sign and date page 2 of each Form 18 submitted.

Each time there is a Protocol Deviation, complete pages 1 & 2. Enter the same PD Tracking # on both
pages. For e.g. 1st PD Tracking # will be 01, 2nd PD Tracking # will be 02, etc. The same PD Tracking #

cannot be used on more than one set of forms.
PD1PRODEV
18.1 HAS THERE BEEN A PROTOCOL DEVIATION(S)? 1i Yes 0 O No 8O Unknown

18.2 WHAT IS THE PROTOCOL DEVIATION(S): (select all that apply)
PD10OXC

10O 18.2.a. Failure to perform oxygen reduction challenge.

Describe:

PD1OXCDESD

iINO administration deviated from NO CLD protocol DURING iNO treatment.

10 18.2.b.
(see Form 6, Q6.1.b.)

PD1INODU
Document details of HIGHEST iNO dose administered DURING iNO treatment:

Highest iNO start date (during)| Highest iNO end date (during)

/ PES

D

Highest concentration(during)

PP1INODUC
PPM

=D

Year

LINODY)

Day

PDl/I\

Month

obu

Day

Year Month

1O 18.2.c. Additional iNO administered AFTER completing iNO course per NO CLD Protocol.
PD1INOAF (see Form 6, Q6.2b.)

Document details of HHGHEST additional iNO dose administered AFTER iNO treatment
per NO CLD protocol.

Highest concentration(after)

PD1INOAFC
PPM

Highest iNO start date (after)| Highest iNO end date (after)

9

/
=)D

1INOAR

Day

PD

Month

1/INOAF

Day

PD

Month

Year Year

Draft
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N FORM 18: PROTOCOL DEVIATIONS W

Draft Screening ID # Secolgdary ,,ﬁ%ﬁ{{s Randomization #

Tra(?klijng #
TOLSURF P PD2RANDN

B L)L.A - M b
D4ID) IS > [
4 PD2STF|D . 1 I PDATRACKN
SEE TOP OF PAGE 1 FOR DCC INSTRUCTIONS REGARDING THIS FORM.
A PD TRACKING # IS REQUIRED ABOVE. FORM WILL BE NOT BE ACCEPTED BY THE
DCC, IF THIS BOX IS BLANK.

10 18.2.d. Deviation from Clinical Guidelines: (see MOP)
PD2CLGDL
Specify:

PD2CLGPDCM

Date of this Protocol Deviation: /PDZCLb DUD

Month Day Year

1 O 18.2.e. Other Protocol Deviation: PD20OTHPD
Specify:

PD20THPDCM

Date of this Protocol Deviation: /| | PPROTHRDD

Month Day Year

i . PDZPIP
Principal Investigator Initials:

Principal Investigator Signature
Form signed0 Yes 00 No F’DZI}bI‘D /

PD2PIS Date of signature:(mm/dd/yy)
10 DCC ONLY: Confirm PI signature and date ppD2P|SD

Draft
. Page 2 OF 2 TOLSURF [PD2] v1.0, 01//8/10 .
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H T FORM 19: PROTOCOL VIOLATIONS |

, ff -
Draft Screening ID # Secolgdary ﬁ%%s Randomization #

Tracking #

TOLSURF Avup | [T By SbTFI‘ql PVERANDN o RACKN

From Post Enroliment - Discharge: Fax Form 19: Protocol Violations to the DCC as violations occur. At
least one Form 19, pgs 1 & 2, is required for each infant.

Enter the same number in the Tracking # box on pages 1 & 2 of this form. Note: tracking #s cannot be
used on more than one form. i.e. one Tracking # per Form 19 (pgs 1 & 2)

For e.g. enter 01 for the first faxed form, 02 for the second, 03 for the third, etc.

19.1 HAS THERE BEEN A PROTOCOL VIOLATION(S)? ]iYes OO No 8 O Unknown

PV1PROV
19.2 WHAT IS THE NATURE OF THE PROTOCOL VIOLATION(S): (select all that apply)

lo 19.2.a. Randomized but all Inclusion Criteria were NOT met. PV1INCNMET
Select Inclusion Criteria NOT met:
PV1IGA 1o Gestational age < 28 weeks gestation
PV1IAGE 1o Between 7 and 14 days of age.
PV1INT7T14 1O Infantintubated and mechanically ventilated between 7 - 14 days of life?
PV1PLTRINO 1O Plan to treat with Inhaled Nitric Oxide? PV1ICNM

N
19.2.a.i. Date of this Protocol Violation: / /
Month Day Year

1o 19.2.b. Randomized but Exclusion Criteria were present. PV1EXCPRES
Select Exclusion Criteria present:

PV1SCMCA 1o Serious congenital malformations or chromosomal abnormalities

PV1LEL 1o Life expectancy < 7 seven days, starting at DOL 7
PV1CLINUNS 1o Clinically unstable
PV1IVH lo Bilateral Grade 4 intracranial hemorrhage

PV1TSUR 1o Less than 48 hrs from last dose of early surfactant
PV1EPTDATA Jo Unlikely to be able to collect primary endpoint data at 36 weeks.

19.2.b.i. Date of this Protocol Violation: PV] HXCPR EP

Month Day Year

10 19.2.c. Consent not obtained in accordance with IRB guidelines.
PV1COIRBN
V1 CCIRBND

19.2.c.i. Date of this Protocol Violation: P
Month Day Year

Draft
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H FIY FORM 19: PROTOCOL VIOLATIONS |

Draft Screening ID # SecolnDdary ﬁ%g{s Randomization # PV
Tracking #

V21D PYRSIED T, )
TOLSURF : p\oAcROS | [PV2RANDN PVETRACKN

SEE TOP OF PAGE 1 FOR DCC INSTRUCTIONS REGARDING THIS FORM. A PV
TRACKING # IS REQUIRED ABOVE. FORM WILL BE NOT BE ACCEPTED BY THE DCC,
IF THIS BOX IS BLANK.

(Continuation of Q19.2)

10 19.2.d. Unblinding of study personnel.

PV2UNBLPR 20

Date of this Protocol Violation: PVRUNE LF)RD
Month Day Year

10 19.2.e. Study drug administration or dosing error.

PV2SDEROR Doselo#1 20#2 30#3 40#4 S0 #5
PV2SDERDS / /i

Date of this Protocol Violation:

PVRPSDERORD

Month Day Year

10 19.2.f. Withdrawal from study protocol for any reason.

PV2WDPRO
/2N
Date of this Protocol Viotation: | P 21YQPIROLY
. Month Day Year
Describe:
PV2WDPROS
10 19.2.g. iNO not administered. BV2INONGYD
PV2INONGV . o / /
Date of this Protocol Violation:
i Month Day Year
Describe:
PV2INONGVS

10 19.2.h. Open label surfactant administered.
PV20LSGVN PV20LSGVND
Date of this Protocol Violation: / /

Month Day Year

Principal Investigator Initials:

Principal Investigator Signature

Form signedlo Yes 0o No PV2PIS P\'/2P|D /
Date of signature:(mm/dd/yy)

1pvopisp

Draft
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FORM 20: EARLY TERMINATION /
u E PERMANENT DISCONTINUATION u
OF MEDICATION

Secondary Staff

Screening ID # D Initials Randomization #
TOLSURF ETpRCRDS _

B TD|‘D ETOSTEID ETDRANDN

LA 14

Draft

AN INFANT CAN EITHER PERMANENTLY DISCONTINUE STUDY DRUG/SHAM BUT REMAIN IN
THE STUDY or TERMINATE EARLY BY DISCONTINUING ALL STUDY INVOLVEMENT

20.1. Has infant discontinued stud\é;])_zlg:l)rgcl:igétion? 1 Yes OO No8 O Unknown

20.1.a. Current discontinuation status: (selectone) ETDTYPE

1 o Discontinued study drug/sham but Zf Discontinued ALL study activities
(j remains in study

20.1.a.i. Reason discontinued study drug/sham:

20.1.b.i. Reason discontinued study:

o0 O Parent request ETDDMR 1 O Consent withdralwh DDAR
2 O Adverse Event S O Physician request

3 O Serious Adverse Event 6 O Other - Specify below:

4 O Protocol violation or lack of compliance

5 O Physician request ETDDAOCM

6 O Other - Specify below:

ETDDMOCM

20.1.a.ii. Date discontined study drug/sham: 20.1.b.ii. Date discontined study:

/ / |[ETDDMD / ETDODAD
Month Day Year Month Day Year
ETDPII

Principal Investigator Initials:

Principal Investigator Signature

Form signed: ]OYes OO No ETDPIS
Date of signature

1
/ dT DRID O DCC ONLY: Confirm PI signature and date
Month Day ear ETD P | SD

Draft
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http:20.1.b.ii
http:20.1.a.ii

FORM 21: SERIOUS
ADVERSE EVENTS

TOLSURF

INSTRUCTIONS: Report all Serious Adverse Events that occurred since administration of study drug/sham. Enter a unique SAE# above

(beginning with "001") and enter this SAE# in infant SAE log. Each infant can have multiple SAE Forms. If no SAEs, number this Form
"SAE 001", and fill in "No" bubble that No SAE occurred.

S d Staff L
Screening ID # eco“g any Initiaals Randomization # SAE # .
SE1IR SELSTFID |. . SE1SAEN .
. E1ACROS SEIRANDN s

Has a Serious Adverse Event listed below occurred since administration of study drug/sham? 1 O Yes QO No SE1SAE
If "Yes", document below. Complete pages 1 - 4. Pl must sign all 4 pages of this form.
RELATIONSHIP, ACTION
SERIOUS REPORTED DATE OF EVENT TO STUDY
ADVERSE EVENTS TO IRB (mmiddiyy) SEVERITY DRUG TAKEN | OUTCOME| CAUSALITY | TYPE
211 _SE1DEA — — —
ObeaR vimsE I ELDEAA
- OYes] SE1DEAD SEJLDEAS > SE1PEAC
That occurred <7 days | O No 0 - — — —
after study drug dose/sham SE1DEA| Enter Description on page 3,/Q21.1.a. SE1DEAR SE1DEAQ SE1DEAT
?12) Savere Respiraton| O Yes 1 1 |SEERESA [ ] B
evere Respiratoryf CE1RE ~ D
Decompensation | 5 Ng ) SEIRESH DE@SS :| H SE1 C B
(defined as RSS >5 above Enter Description on page 3,[Q21.2.a o
baseline for > 24 hrs) - ' ’
That occurred < 4 hours SE1RES SE1RESR SE1RESQ SE1IREST
after study drug dose/sham by
21-310 SE1CPR oY -
Severe Cardiopul- es] [N D L
monary Decompensation O NoQ "&jLC[ RD/ SE ' $ |:| SERA |:| |:|
requiring CPR with chest . ,
coqmpregsions and Enter Description on page 3,/Q21.3.a. SEICPR(Q
cardiac medication -
SE1CPRI SE1CPRR
That occurred < 4 hours ' SE1CPRO SE1CPR|T
after study drug dose/sham
1=Mild 1=Not related 1=Not 1=Recovered/ | 1=Not related to | 1=Expected
2=Moderate | 2=Unlikely applicable| Resolved study drug  |2=Unexpecteq
3=Severe 3=Possible 2=Study Drugd 2=Improved | 2=Concomitant
4= ife-threa | 4=Probably discontinued.| 3=Unchanged 3 fSeg i
teni 5=Definitel 3=Standard |4=Worsened =Underlying
All 4 pages of Form 21 must be faxed to DCC e ol rolated | |care 5-Death=SAE |  condition
= and Principal Investigator must sign and date Unknown | 8=Unavailable/ |8=Unavailabl{ 8=Unavailabl |4=Study drug
© .
a Form 21, page 4. Unknown e/ Unknown | e/ Unknown dosing
5=Unknown
6=0ther
. Page 1 of 4 TOLSURF [SE1] v2.0, 07/25/10 .
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FORM 21: SERIOUS

. Secondary Staff ot
S D # B Randomization #
B \DVERSE EVENTS el il ZE u
SE2ID SE2STIEID | | . -
TOLSU RF Mg SEJACROS [ ||$ERRANDN: SEPSAEN  §
RELATIONSHIP
SERIOUS REPORTED DATE OF EVENT TOSTUDY | ACTION | OUTCOME| CAUSALITY | TYPE of
ADVERSE EVENTS TO IRB (mm/ddlyy) SEVERITY!  ""bruc TAKEN EVENT
214 SE2PIE E2PIE] E2PIED SEZPIES
1 O Severe PIE S]_o Yes / / SE2 R SE O SE ET
That occurred < 24 hours | 00O No |:|
after study drug dose/sham Enter Description on page 4, Q31.5.a SE2PIEA SE2PIEC
21.5 SE2PUL SE2PULI SE2PULR SE2PULO SE2PULT
1 O Severe Pulmonary |10 Yes qE2 LS
o ove [Tl y/[TeFS [ | [ N
That occcurred < 24 hours inti
- Enter D t 3,Q21.4.a. N
after study drug dose/sham nter Description on page 3, Q¢1.4.2 SE2PULA SE2PULC
216 SE2PNE SE2PNED SE2PNER SE2PNEQC SE2PNET]
10 Pneumothorax 10 Yes / / SE?2 ES |:| |:| |:| |:|
requiring Chest Tube | 1O No
That occurred < 24 hours Enter Description on page 4, Q21.6.a.
after study drug dose/sham/SE2PNEI SE2PNEA SE2PNEC
217 SE2UNXAE SE2UNXAED SE2UNXAER SE2UNXAEO SERUNXAET
10O Unexpected 10 Yes / /
Adverse Event 0O No
That is related to and At
g Enter Description on page 4, Q21.7.a.
d within 7 d f
Sty arug dosersham . [SE2UNXAEI SE2UNXAES SE2UNXAEA  SE2UNXAEC
1=Mild 1=Not related 1=Not 1=Recovered/ | 1=Not related to |1=Expected
2=Moderate | 2=Unlikely applicable  |Resolved study drug) 2=Unexpected
3=Severe 3=Possible 3=Standard |2=Improved |2=Concomitant
A=Life-threa | 4=Probably Care 2=\L/JVnchang<(ejd 3meS dorvi
- —Pafini _ ; = =Underlying
All 4 pages of Form 21 must be faxed 0DCC o | ssDafnio  gsbravatab 20T | O
and Principal Investigator must sign and date Unknown 8=Unavailable/ 8=Unavailabl |4=Study drug
s Form 21, page 4. Unknown e/ Unknown | dosing
) 5=Unknown
6=0ther
. Page 2 of 4 TOLSURF [SE2] v2.0, 9/20/10 .
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B FORM 21: SERIOUS

ADVERSE EVENTS Screening ID # Secol%dary Irﬁ%glfs Randomization # SAE #
s SESSTHID .| . ]
TOI—SU RF SE3IY SE3ACROS SE3RANDN SE3SAEIN
Narrative record of Serious Adverse Event

Please briefly describe SAE. Also copy physician's progress notes from the incident and fax with cover sheet to UCSF/CC, attn. Roberta Ballard at 415-514-8150.
21.1.a - Death - Description:

SE3DEACM

21.2.a - Severe Respiratory Decompensation - Description:

SE3RESCM

21.3.a - Severe Cardiopulmonaryr Decompensation requiring CPR with chest compressions and cardiac meds: Description:

SE3CPRCM

21.4.a - Severe Pulmonary Hemorrhage - Description:

SE3PULCM

All 4 pages of Form 21 must be faxed to DCC

and Principal Investigator must sign and date
Form 21, page 4.

Draft

Page 3 of 4 TOLSURF [SE3] v1.0, 01/08/10
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Draft



H FORM 21: SERIOUS

Secondary Staff

ADVERSE EVENTS Screening ID # D [y Randomization # SAE #

\

TOLSURF SHEAIC <Eal .gf:qs " HsearanDN

‘A
(m)

[da)

E4SAEN

Narrative record of Serious Adverse Event

21.5.a - Severe PIE - Description:

Please briefly describe SAE. Also copy physician's progress notes from the incident and fax with cover sheet to UCSF/CC, attn. Roberta Ballard at 415-514-8150.

SE4PIECMT

21.6.a - Pneumothorax with chest tube - Description:

SE4PNECMT

21.7.a - Unexpected Adverse Event related to and occurred within 7 days of study drug dose/sham - Description:

SE4AUXAECMT

| have reviewed all 4 pages of Form 21 and it is accurate to the best of my knowledge.

o _ . SE4PII
Principal Investigator Initials:

Principal Investigator Signature

: 1 0 / JE4RID
o
FgEnArslggljged *"OYes "ONo Date of signature (mm/dd/yy)

Draft

1 ODCC ONLY: Confirm Pl signature and date ~ SE4PISD

. Page 4 of 4
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Draft



[

Draft

FORM 23: BREATHING OUTCOMES B
INTERVAL QUESTIONNAIRE

Screening ID # Secolrlljdary ls.taff Randomization #
nitials
DRBID DP3H1 I’D D‘
TOLSURF . IP3ACROS PPRBRANPN
23.1. Corrected age at current interview: DP3VISIT

3 O 3Months 60 6 Months QO 9 Months]120 12 Months 180 18 Months

®)

) Discharge

DP3LASTD
23.2. Date of last interview:

History of last interview

/ /

Month

Day Year

6 9

23.3. Which interview was the last one conducted? DP3LASTAGE

O,3 Months O_6 Months O_.9 Months Oléz Months qé8 Months

23.4. Was an interview conducted for the current period (Q23.1)? DP3INTDONE

1 Yes o_;' 23.4.a. Date of this interview: DP3INTDOND

/

/

Month

Day Year

smmmd  Conduct interview

0 No O—»

(2

\_

1 O Child died
2 O Unable to contact

3 O Family refused this contact
5 O Consent withdrawn. No further follow-up

4 O Other

Describe:

3.4.b. Reason this interview was not conducted: (select one)

DP3NOINTRS

\

Form is complete. (see MOP)

J

23.5. Information on this form received from: (select one) DP3FROM
4 O Foster Parent 50 Other

10 Mother

2 O Father

3

O Grandparent

Page 1

Draft

TOLSURF [DP3] v2.0, 8/16/10 -|1 .
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m——— FORM 23: BREATHING OUTCOMES
u

INTERVAL QUESTIONNAIRE
raft Screening ID # Secolrlsdary Irﬁ%glfs Randomization #
TO LS U R F DPAD | badhdros ] ||| DPARAND:

Corrected age3 O 3 Months 6 O 6 Months 9 O 9 Months120 12 Months 180 18 Months

23.6. Since discharge (or last interview), has your child had a cough without a cold?
liYes 0O No DP4COUGH

23.6.a. How often do you notice a cough without a cold? (select one) DPA4COUGHOF
1 O Every day

2 O Not every day but more than once per week
3 O Once a week

4 O Not every week

23.6.b. When does your child have this cough without a cold: (select one) DP4CQOUGHWH
1 O More often during the day

2 O The same amount whether it is day or night
3 O More often at night

23.7. Since discharge (or last interview), has a medical person (nurse or doctor) told you he/she
heard wheezing when listening to your child's chest? DP4AWHEEZ

18 Yes 0O No

23.7.a. When has a medical person heard wheezing in your child's chest? (select one)
10 Only when my child has had a cold DPAWHEEZWH
2O Only when my child has not had a cold

3O Both when my child has had a cold and without a cold

23.8. Since discharge (or last interview), has your child been treated in the Emergency Department

or by another doctor in the office or clinic because of a breathing problem or a change in
his/her breathing? DP4ER

13 Yes (0O No

23.8.a. How many times was your child treated in the Emergency Department, office or clinic?

10 <2 20 3-5 30 6-10 40 >10 DP4ERN

23.9. Since discharge (or last interview), has your child been admitted to the hospital overnight?

: : _ DP4HOSPOVN
23.9.a. How many times was your child admitted to the hospital overnight?

23.9.b. How many times was this because of a breathing problem or a change

in his/her breathing? DP4HOSPBRN

Draft
. Page 2 TOLSURF [DP4] v2.0, 8/16/10 .
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FORM 23: BREATHING OUTCOMES
- F INTERVAL QUESTIONNAIRE u

Screening ID # SecolnDdary Irﬁ%glfs Randomization #

TOLSURF OP3iP D|F5ACRO.5P53TF|D[)ps_qm\l[)_\l

DPAVISIT
Corrected age:30 3 Months 60 6 Months 9O 9 Months120 12 Months 180 18 Months

23.10. Is your child currently on oxygen or a breathing machine (ventilator) at home?

10 Yes—bl 23.10.a. Is child currently on oxygenl.DPESRESPYO 1o Yes 0O No
DP5RESP

23.10.b. Is child currently on a ventilaBBSRESPleO Yes 0O No

0O No —»{ 23.10.c. Has your child been on oxygen at home 1 oYes 0ONo
since discharge (or last interview)? DPSRESPNO

23.10.d. Has your child been on a ventilator at home 1 O Yes O O No
since discharge (or last interview)? DPSRESPNYV

23.11. Since discharge (or last interview), has your child been diagnosed with a respiratory syncytial
virus (RSV) infection? DP5RSV

10 Yes 0O No

23.12. Which of these medications has your child been prescribed (at home or in the hospital) since
discharge (or last interview)? (select all that apply)

A)IO Pnﬁa?eldl\lg'(lj:\;lglc\)ldilators 1 D) O Systemic steroidsDP5SYSTER
B)IO Inhaled steroidsDP5INSTER 1 E) O Pulmonary vasodilators DP5SPULVAS
C)YIO Diuretics DP5DIUR 1 F) O None of the above DP5NOTA

See Medication list on last page

23.12.1. Has your child taken any vitamins or supplements that contain Vitamin D (since discharge or

last interview)? DP5VITD
10Yes 0O No

See Medication list on last page

Draft
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FORM 23: BREATHING OUTCOMES
_ E INTERVAL QUESTIONNAIRE _

Screening ID # Secondary Staff Randomization #
ID Initials

o DPEACRODS PPBRANPBN
TOLSU RF DREpID DRESTFID H .

CoFrEcae@ %LBO 3 Months 60 6 Months 9O 9 Monthsl120 12 Months18 O 18 Months

23.13. How many people normally live in your home including your baby (for at least 6 months

of the year)? (selectone) DP6HOMENUM
10 2-3 20 4-6 307-10 40 >10

Draft

1 e there any children < 5 years of age (other than your baby) that live in the home?
DPeHOMEEHT y y ge ( your baby)
(0© None 10 1-2 20 3-5 30 6-8 40 >8

23.14. Do you currently have any pets? (select all that apply.
BPEPCAT DPEPFISH DP6POTH
ch?wr%'\ig Dog 10 Cat% Other furry animals10O Fish 10 Birds 10 Other
DP6PDOG DP6PFRY DP6PBIRD

Complete 0s23.15.a. & 23.15.b. below, only if this is a6 or a 12 Months Interview

23.15.a. What type of milk does your child drink? (select one) DP6MILKTYP

10O Breast milk only 3 O Breast milk and formula S0 Other
20 Formula only 4 O No enteral feedings

23.15.b. Was breast milk discontinued since last interview? DP6BMKDS
13 Yes 00 No

23.15.b.i. How old (in months) was the child when breast milk PEBMKMO
was discontinued? (approximate corrected age in
months)

months

Complete 023.16 below, only if this is an 18 Month Interview

23.16. Is child currently still taking some breast milk? DPEBMK 18
1o Yes 00 No

23.16.a. Was breast milk discontinued since last interview? DP6BMKDS18
13 Yes 00O No

23.16.a.i. How old (in months) was the child when breast milk
was discontinued? (approximate corrected age in

months) DP6BMKMOQO18 months

Draft
. Page 4 TOLSURF [DP6] v2.0, 8/16/10 E .
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FORM 23: BREATHING OUTCOMES
u E INTERVAL QUESTIONNAIRE u

Draft

Screening ID # Secolrlsdary IS_t.aff Randomization #
nitials
| OLSURF pA7ID DP7BTR[D] . :
. D
DE7VISIT PZACROS DR7RANDN

Corrected age:30 3 Months 60 6 Months 90 9 Months120 12 Months 180 18 Months

23.17. Does your child receive any care outside the home?DP7CARE
1iYes 0O No

23.17 a. Whonrowdes caIrEe’7 (select aII that appl%EWFR DP7CAREWOT
1 O Relatives 10 Daycare 1O Friends 1O Other

DFP/CAREWDU
23.17.b. Are other children that are not siblings present at outside care site?

10 Yes 0O No DP7CAREOTH

23.18. Please describe the situation regarding smoking in your child's home.
23.18.a. Which one of the following statements best describes the situation regarding
smoking in your child's home? (select one) = DP7SMKHOM
1 O Smoking is allowed in any room in the home
2 O Smoking is limited to part of the house where the child will rarely go
3 O Occasionally there is smoking inside the house (visitor, family member)

4 O There is no smoking inside the house at all
5 O Other

23.18.b. Does either parent smoke? 10 Yes OO No 20 Don't know
DP7SMKPAR

23.18.b.i. Estimate number of cigarettes per day: DP7SMKNCIG
lo0<5 2 05-10 30 11-20 4 O >1pack/day 8 O Unknown

23.18.c. Altogether, how many people who live in the home smoke? DP7SMKNUM
OONone 101-2 20>2

23.18.d. Does your child travel regularly (at least once a week) in a vehicle (car or truck) that
someone smokes in, even when the child is not in the car? DP7SMKCAR

10Yes QO No

Draft
. Page 5 TOLSURF [DP7] v2.0, 08/16/10 .
||
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FORM 23: BREATHING OUTCOMES
_ E INTERVAL QUESTIONNAIRE _

. Secondary Staff
Screening ID # ID Initials

TOLSURF | P [ [ HhehdriP TP Hedrkivdn

DP3VISIT

Draft
Randomization #

Corrected age: @ 18 Months 18

23.19. Has your child ever had hay fever or another condition that makes his/her nose or
eyes runny, stuffy or itchy without a cold? DPS8HAYFVR

1 0OYes() ONo

23.20. Has your child ever been allergic to any food? (these are reactions that include rash
and swelling, not vomiting or diarrhea) DP8S8ALLRGFD

10YesOONo

23.21. Has your child ever been allergic to any medicine (these are reactions that include
rash and swelling, not vomiting or diarrhea) DPSALLRGMD

10 Yes QO No

23.22. Has your child ever had eczema diagnosed by a doctor (allergic skin rash)?

1 OYes( O No DPS8ECZEMA

23.23. Has your child been diagnosed with asthma by a doctor?

DPBASTHMA
1 O0Yes 0O No

Draft
. Page 6 TOLSURF [DP8] v2.0, 08/16/10 E .
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TOLSURF FORM 23: BREATHING OUTCOMES
INTERVAL QUESTIONNAIRE

MEDICATIONS REFERENCE SHEET

INTERVIEWER NOTE:
BELOW ARE EXAMPLES OF THE MEDICATIONS LISTED ON Q23.12:

A) INHALED BRONCHODILATORS D) SYSTEMIC STEROIDS
1) Albuterol (Ventolin) 1) cortisone
2) levoalbuterol (Xopenex) 2) dexamethasone
3) ipratropium bromide (Atrovent) 3) prednisone

4) prednisolone
5) methylprednisolone

B) INHALED STEROIDS E) PULMONARY VASODILATORS
1) beclomethasone (Beclovent, Qvar, and Vanceril) 1) sildenafil (Revatio)
2) budesonide (Pulmicort) 2) tadalafil (Adcirca)
3) flunisolide (Aerobid) 3) bosentan (Tracleer)
4) fluticasone (Flovent) 4) ambrisentan (Myogen)
5) triamcinolone (Azmacort) 5) inhaled iloprost (Ventavis)
6) beraprost
7) trepopostinil
C) DIURETICS 8) epoprostenol (Flolan)
1) furosemide (Lasix) 9) inhaled nitric oxide

2) chlorothiazide or hydrohlorothiazide
(Diuril or Hydrodiuril)
3) aldactone

INTERVIEWER NOTE:
BELOW ARE EXAMPLES OF THE MEDICATIONS REFERRED TO ON Q23.13:

VITAMINS OR VITAMIN SUPPLEMENTS
1) Polyvisol with/without iron
2) Trivisol with/without iron
3) D-visol
4) Multivitamin drops
5) Children's Complete chewable vitamins/multivitamin, with/without iron and with/without calcium:
Centrum
Flinstones
Bugs Bunny
Pokeman
Scooby Doo
6) Lil' Critters

TOLSURFMedication References
v1.0, 08/16/2010
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B 4y  FORM24: NEURODEVELOPMENTAL H
FOLLOW-UP EXAM

Screening ID # SecolnDdary Staff Randomization #

TOLSURF | [ ]{oneies |

Draft

NDIRANDN

(0p)

a
<

STHID

L

=

Corrected age at current exam: 12 6 12 Months 24 © 24 Months ND1VISIT

24 1. Details of this Neurodevelopmental Exam:

24.1.a. Was this interview done? 10O Yes 0 No
ND1EXADONE

Go to Question 24.1.b.

24 1.a.i. Reason this interview was not done: (select OneNDlNOEXARS
1 O Child died

2 O Unable to contact

3 O Family refused this contact

5 O Consent withdrawn. No further follow-up

6 O Family moved out of area of follow-up clinic (no telephone # available)

4 O *Other ) Describe: ND1OTHDES

Do not complete any further questions on this form.

* If "Other" is selected, contact CCC Droject Director for form completion instructions.

24.1.b. Where was child evaluated? (select one)

1 O At follow-up clinic NDITELREAS
ND1EVAL 2 O Over the telephone \ 24.1.b.i. Reason evaluated over the phone..(s.ele.ct one)
O In hosbital as i tient 1 O Moved out of area of follow-up clinic site
3 O In hospital as in-patien 2 O Could not schedule follow-up clinic visit

4 O Other Specify: ND1EVALSP

24 .1.c. Date of this interview: / / ND1EVALD

Month Day Year

24.2. Informat%%%lc%ived from: (select one)
10 Mother 2 O Father 30 Grandparent 40 Foster Parent 9 O Other

Draft
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FORM 24: NEURODEVELOPMENTAL
u E FOLLOW-UP EXAM u

Screening ID # Secondary Staff Randomization #
ID Initials

TOLSURF NP2ID NDZAGROS ||| ND2ZRANDN

1 )/ 11

Draft

Corrected age at current exam: 120 12 Months 24 O 24 Months ND2VISIT

24.3. Family/Social history at time of assessment.
24.3.a. Living arrangement: (selectone) ND2L VAR
1 O One parent
2 O Two parents
30 Foster home

4O Other —— Describe: ND2LVDES

24.3.b. Primary Language spoken in the home: (select one) ND2LANG

1 O English spoken as first language
2 O English spoken as second language. Specify 1st language: | ND2ENG2ND
3 O English spoken very little or not at all. Specify 1st language: ND2ENGNOT
8 O Unknown

24.3.c. Maternal education: (selectone) ND2ZMATEDU

1 O Some education, high school not complete 4 O College graduate
2 O High school graduate 5 O Graduate study
30O Some college 8 O Unknown/Unavailable

24 .3.d. Maternal employment: (select one) ND2MATEMP
1 O Employed as: Specify:l ND2MATEMSP
2 O Full time homemaker
3 O Student
4 O Unemployed
8 O Unknown

24 4. Medical history at time of assessment.

24 4.a. Since initial hospitalization or last follow-up exam, has child received any of the following
diagnoses or surgeries? (select all that apply)

10 Ela[gt%o%fg‘%;/rtubs {?cel{ln_le_nt 10 ngﬂ_ogmy tube placement
10 Ventriculoperil\loneal sﬁunt placement 1 O Eye surgery ND2EYE
1o gle%at% Igljszorder requiring treatment 10 M%gpj%on or other closure of PDA

1o Failure to thrive 10 No diagnoses, or surgeries received since
ND2FAIL initial hospitalization or last follow-up exam
ND2NODI

Draft
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FORM 24: NEURODEVELOPMENTAL
u E FOLLOW-UP EXAM u

) Secondary Staff
Screening ID # D Initials

TOLSURF NiD3|D I\ID3ACRC)SQ __!D\II:_ERAN‘[:IN

ND3S
Corrected age at current exam: 120 12 Months 24 O 24 Months ND3VISIT

Draft

Randomization #

24.4.b. How many times has child been hospitalized for non-respiratory iliness or surgery?
(total hospitalizations, including those identified on Question 24.4.a.)

Total number of hospitalizati&hg):‘-'HOS IL]O None 1o M,Pgnl}lant SHP(r?hospltal
D3HOSNONE
ANSWER QUESTION 24.4.c. AT 12 MONTHS and 24 MONTHS EXAM

24 .4.c. lIs child currently taking any of the following medications for a chronic medical condition?
10 Anti-reflux medications ND3ANTIRE (select all that apply)

10 Prokinetics ND3PROK
10 Anti-epileptics ND3ANTIEP
10 Other S eC|fy ND3OTHSP
10 (I):P%?ng any medications listed above
ND3NOT

See Medication list on last page

ANSWER QUESTION 24.4.d. AT 24 MONTHS EXAM

24.4.d.i. Which of the medications below has child been prescribed (at home or in the hospital)
since the 12 Months interview? (select all that apply)

1A) O InP?’et’j\lbronc(;%odllators 1E) O Pulmonary vasodilators ND3PULVAS

1B)O NP%Q@YE@ 1 o \%ers:iyslgt%plements containing Vit.D
1 C) O Diuretics ND3DIUR 1 O None of the above
1 D) O Systemic steroids ND3NOTA

ND3SYSTER

See Medication list (A - F) on last page

24.4.d.ii. Has your child ever had hay fever or another condition that makes his/her 1o ves 00 No
nose or eyes runny, stuffy or itchy without a cold? ND3HAYFVR

24 .4 d.iii. Has your child ever been allergic to any food? (these are reactions that 1o ves 00 No
include rash and swelling, not vomiting or diarrhea) ND3ALLRGFD

24 .4 .d.iv. Has your child ever been allergic to any medicine? (these are reactions 10 Yes 0O No
that include rash and swelling, not vomiting or diarrhea) ND3ALLRGMD

24 .4.d.v. Has your child ever had eczema diagnosed by a doctor? (aIIeré;lc skin rash) 10 ves 0o No
ND3ECZEMA

24.4.d.vi. Has your child been diagnosed with asthma by a doctor? ND3ASTHMA 10 Yes 00 No

Draft
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e FORM 24: NEURODEVELOPMENTAL
u FOLLOW-UP EXAM u

Screening ID # Secol%dary Staff Randomization #

TO LS U R F NIDAID N‘DALACFi(n% T

Corrected age at current exam: 120 12 Months 24 O 24 Months ND4VISIT

Draft

ND4RANDH

,|:> U)

TN
Fo M | 2

24 4 e. Milestones:
o |  ND4SIT 4 0
24 4 e.i. Is child able to sit alone without support? ers O No

24 .4.e.i.a. Corrected age at which child sat alone without NID4AAGESIT
support: months

24 .4.e.ii. Is child able to walk mdependentl%/ Yes 0O No
ND4WAL

24 4 e.ii.a. Corrected age at which child walked ND4A EhWALK
independently: mont

24.5. Child's growth parameters at time of assessment:

NDAWEIGHT ND4LENGTH
24.5.a. Weight (kg): |:| 24.5.b. Recumbent Length (cm): |:|

24 .5.c. Head circumference (cm): D
ND4HEA

24.6. Child's vision at time of assessment:

24.6.a. Visual function: (select one) ND4VISFUNC
1 O Normal 2 O Unilateral blindness 30 Bilateral blindness 40O Prescription glasses

24.6.b. Visual problems at time of assessment: (select one) ND4VISPROB
1O None 50O Cataracts

2 O Strasbismus 6 O Glaucoma
30O Cortical blindness 7 O Retinal detachment

4 O Optic atrophy 80 Other  Specify: ND4VIOTHSP

24.7. Child's hearing:
24.7.a. Hearing function: (select one) ND4HEAR

1 O Normal

2 O Unilateral hearing loss —» 24.7.a.i. RequNeDérlrﬁJpl}llfll'(:Aé%ﬁ’? 1o Yes 00 No
3 O Bilateral hearing loss — 24.7.a.ii. Requires anéoliflcatlon’)lo Yes 0 O No
ND4BILAMP

Draft
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FORM 24: NEURODEVELOPMENTAL
_ E FOLLOW-UP EXAM _

Draft
a Secondary Staff

Screening ID # ID Initials Randomization #
i\\i ) i D D\)II'\'\ Jr\ _)S l-\ DSRII:\\I-\\! DI-\\!
- . NDS5STRHID ) .
== ze ND5VISTHT

Corrected age at current exam: O 12 Months O 24 Months

24.8. Modified Gross Motor Function Test: ND5GMFDONE 1 0
24.8.1. Was the Modified Gross Motor Function Test performed? iYes O No

Complete questions below to establish child's Gross Motor Function level.

oTrrrrmse

24.8.2. Can child walk 10 steps independently’é 1

INO iYes
GVHSH;

NDLE [«
i . NDJJ \ALE™J j .
24.8.2.a. Can child sit? 24.8.2.b. Does child have gait
(may use haids for support) Q ibnormal'Ejes?

Yes No ¢ ° s SMPeAIT
- -

24.8.2.a.i. Can child do all of the following? 24.8.2.a.i. Does child have head control in
Roth supp@rted sitting and rolls?
1- Crawl on hands/knees with reciprocal OYes O No
leg movements NDSEGMEHEAD
2 - Pull to stand =
s- Cruse  ND5GMFALL
1 0
OYes ONo
NDSCP 0o 8

24.9. Has a physician diagnosed this child with cerebral palsy? : Yes ONo O Unknown
PE

24.9.1. (ierebral pals&is characterize%by:(select one) 4

O Diplegia O Hemiplegia O Quadriplegia O Other

Draft
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FORM 24: NEURODEVELOPMENTAL
. E FOLLOW-UP EXAM
Draft

Screening ID # Secondary Staff Randomization #
TOLSURF FROE |

NDBID NDBACROS
] ND&SFFID

Corrected age at current exam?

NDGRANDN

40 24 Months NDBVISIT
DO NOT PERFORM THE BAYLEY INFANT DEVELOPMENT Ill TEST IF THIS
NEURODEVELOPMENTAL EXAM IS COMPLETED OVER THE TELEPHONE
24.10. Bayley Scale of Infant Development llI:

o ND6BSIDONE
24.10.1. Did child perform the Bayley Infant Development Il test? 10 Yes

0o No
24.10.1.a. Reason(s) test not done: (select all that apply) D6REEUSE
10O Visual impairment ND6VISIMP 10 gﬁ%:éré%ﬁ‘§
1O Hearing impairment NDE6HEARIMP 10 disorder
10 Hﬁ?@!ﬁ& tQS%Eerate with several exam attempts 1O E!eéreé el8 E\é%?értental delay
10O Other Specify: 10 he phone
ND6OTH ~ LNDEOTHSP ND6PHONE
| THIS PAGE IS COMPLETE, GO TO NEXT PAGE |
24.10.2. Was this test administered in English? 10 Yes

0o No
ND6ENGLISH i

24.10.2.a. Was an interpreter used? 1o Yes Oo No
NDBINTERP
24.10.3. Date test done: / /

Month

ND6BSIDD
Day Year
24.10.4. Bayley Scoring:

24.10.4.a. Cognitive Com;l)\(lag)ltgcs:cc(:)rse:

NDG6LCS
24.10.4.b. Language Composite score:

24.10.4.b.i. Receptive Language 'élc[glggzé_c%%:

24.10.4.b.ii. Expressive Languagyschlgcs'sche'

24.10.4.c. Motor Comp%g)ltgl\s/lc%r%:

24.10.4.c.i. Gross Motolr\ls[c)ggjl\s/lc%%:

24.10.3.c.ii. Fine Motorl\lscgﬁeﬁl\s/lc%%:

24.10.5. BSID Ill Examiner signature:

D6SIG |
24.10.5.a. Is this page signed? 1o ves 0o No

Date signed: NDBé GD /

Month Day Year

Draft
Page 6
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FORM 24: NEURODEVELOPMENTAL

H T FOLLOW-UP EXAM

Draft Screening ID # SecolnDdary Irﬁ%?aflfs Randomization #
TOLSURF NOID NDTACRObL TRANDN
NDZSTEID

Corrected age at current exam220 24 Months ND7VISIT

24.11. M-CHAT- If parent unable to completed at the Clinic Follow-up Visit, please complete by telephone.

24.11.1. I\?igf’? if completed by parent at Clinic Follow-up 24.11.1.a. Date if completed over the telephone:
NDZELIND)| / 1o Not done—+| | NDFPHAOMED L6 Not done
Month Day vear— ND7CLINNOT Month Day YeaND7PHONNO[T

Please fill out the following questions about how your child usually is. Please try to answer every question. If
the behavior is rare (e.g., you've only seen it once or twice), please answer as if the child does not do it.

QUESTIONS YES | NO | answer

24.11.2. Does your child enjoy being swung, bounced on your knee, etc.? ND7SWUNG ]O UO 8O
24.11.3. Does your child take an interest in other children? ND7OTHCHLD o [0 &
24.11.4. Does your child like climbing on things, such as up stairs? ND7CLIMB |Io |00 | &
24.11.5. Does your child enjoy playing peek-a-boo/hide-and-seek? ND7PLAY 1o |00 | 80
24.11.6. Does your child ever pret.end, for example, to talk on the phone or take care of 10 OO 8()

dolls, or pretend other things? ND7PRETEND
24.11.7. Does your child ever use his/her index finger to point, to ask for somethingm D7ASK o 00| &
24.11.8. Does your child ever use his/her index finger to point, to indicate |nt§r<?_§gn SQIr_nI__eH 2110 00| &
24.11.9. Can your child play properly with small toys (e.g., cars or bricks) WIthOUtJUISIt\I ' ]O OO 80

mouthing, fiddling, or dropping them? ND7TOYS
24.11.10. Does your child ever bring objects over to you (parent) to show you somgiyri@ HO\W/| 1o 0o | 80
24.11.11. Does your child look you in the eye for more than a second or two? ND7EYE 10 (0o | 80
24.11.12. Does your child ever seem oversensitive to noise? (e.g., plugging earsND7NOISE lo [0o | 8o
24.11.13. Does your child smile in response to your face or your smile? ND7SMILE 1o [Oo | 8o
24.11.14. Does your child imitate you? (e.g., if you make a face, will your child i iiTATE[LC |00 | 80
24.11.15. Does your child respond to his/her name when you call? ND7ZNAME 1O OO 80
24.11.16. If you point at a toy across the room, does your child look at it? ND7POINT 10 Oo 80
24.11.17. Does your child walk? ND7WALK|lo |0o | 8
24.11.18. Does your child look at things you are looking at? ND7LOOK ]O Oo 80
24.11.19. Does your child make unusual finger movements near his/her face? ND7FINGER[1O |00 | 80
24.11.20. Does your child try to attract your attention to his/her own activity?ND7ATTRACT 1o 0o | 8o
24.11.21. Have you ever wondered if your child is deaf? ND7DEAF|lo 0o | 8o
24.11.22. Does your child understand what people say? ND7SAY 1o [0o | 8o
24.11.23. Does your child sometimes stare at nothing or wander with no purposND7STARE lo 0o | 8o
24.11.24. Does your child look at your face to check your reaction when faced with 1O OO 80

something unfamiliar? ND7CHECK

Draft
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TOLSURF

Screening ID # Secolrlljdary Staff

Initials

Randomization #

N

LM

1

R/

AN

B

N

STE

C‘IS/IlID CM1ACRQS q

FORM 25: COMMENTS FORM - OPTIONAL

If needed, use this form to document additional pertinent information regarding this infant.

Question #

Comments

CM1PGN

TOLSURF Randomized&FollowUp Packet_v2.5 (04/23/2013)
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