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Appendix A-1

List of Participants: Observers

Two observers whose observed preterm neonates simultaneously with the

researcher at bedside are presented as follows:

1. Nethong Namprom, RN. MSN., APN. in Pediatric Nursing
Pediatric Department, Faculty of Nursing
Faculty of Nursing, Chiang Mai University

2. Lawan Thawitha, RN. MSN.
Professional nurse, Pediatric
Faculty of Medicine, Chiang Mai University
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Appendix A-2

List of Participants: Experts

Five clinical experts whose give interviews are presented as follows:

1. Instructor Varangtip Kuwutiyakorn, M.D.
Division of Neonatology, Pediatric Department
Faculty of Medicine, Chiang Mai University

2. Varaporn Pattanee, RN.
Division of Neurology, Pediatric Department
Faculty of Medicine, Chiang Mai University

3. Warangkana Mahaprom, RN. MSN., APN. in Pediatric Nursing
Head of Neonatal Intensive Care Unit, Nursing Service Division
Chiang Rai Prachanukroh Hospital

4. Suphan Wongton, RN., MSN.
Head of Neonatal Intensive Care Unit, Nursing Service Division
Nakornping Hospital

5. Watchara Sirikulsathien, RN., MSN.
Professional nurse in Neonatal Intensive Care Unit, Nursing Service Division
Regional Health Promoting Center 10 Department of Health,
Ministry of Public Health

Six clinical experts who validate content of a clinical pain scale (the first draft) are

presented as follows:

1. Assistant Professor Watcharee Tantiprapa, M.D.
Division of Neonatology, Pediatric Department
Faculty of Medicine, Chiang Mai University

2. Instructor Kamornwan Katanyuwong MD.
Division of Neurology, Pediatric Department

Faculty of Medicine, Chiang Mai University
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Instructor Watcharaporn Chewwattana, PhD.

Pediatric Nursing Department, Kuakarun Faculty of Nursing
Navamindradhiraj University

Nongluck Inta, MSN. APN. in Pediatric Nursing

Nursing Research Division, In service Education and Staff Development Section
Nursing Service Division Maharaj Nakorn Chiang Mai
Chiang Mai University

Instructor Sudaporn Payakkaraun, PhD.

Department of Pediatric Nursing, Faculty of Nursing
Mahidol University

Panita Nakklinkul Forsell, MSN., APN. in Pediatric Nursing

Malarsjukhuset Eskilstuna, Sweden
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Appendix B

A Structured Observation Checklist of Pain Indicators

Part II: Pain Indicators of Preterm Neonates Version 1.1 last updated July 22, 2015
Baseline phase Start at HR_ 03 saturation States O quuet sleep (Q) O active sleep (A) 3 wakmg (W) Endat
6 L]

Start 1 2 3 4 5 8 9 10

Inserval 030] 1.00] 130] 200| 230] 300| 3.30| 400f 430| 500] 530| 600 630|700 730) 800 830 900 930 10.00

BB

ES

NF

VMS

States QAW |QAW |QAW |QAW [QAW |QAW [QAW [QAW |QAW [QAW |[QAW [QAW [QAW QAW QAW QAW |[QAW [QAW [QAW [ QAW

HR

Procedure phase Start at HR O, saturation States QO AOW End at

Start 1 2 3 4 5 6 7 8 9 10

WPSB

6

Laterval 0 1.00| 130) 200 | 230 3.00 0] 7.00

™
s
o
'S
=]
(=]
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L
1=}
w
=3
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wn
s
o
o
(=4
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™
o

8.00
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=3
S
r-]
"
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10.00

(75}
=}

BB

ES

NF

NF

VMS

States QAW [QAW |QAW [QAW [QAW |QAW [QAW [QAW |[QAW [QAW |QAW [QAW |QAW QAW QAW RAW [QAW [QAW |[QAW | QAW

HR

Procedures code: W=warnung P=puncture S=Squeeze B=ba: 4

Recovery phase Startat____ HR O;saturation ____ States OQOAODW Endat

Start 1 2 3 4 5 6 7 8 9 10

Laterval 030] 1.00] 130] 200[ 230] 3.00] 3.30] 400 [ 430[ 500] 530[ 600 630[ 700| 730 800 830] 900 9.30| 10.00

States QAW [QAW |QAW [QAW [QAW |QAW [QAW [QAW |QAW [QAW QAW [QAW [QAW RAW QAW QAW [QAW QAW [QAW | QAW
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Appendix C-1

The 15 open-ended questions of interview guide
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Appendix C-2

Indicators Evaluation Form
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Appendix C-3

PIPP-R and Permission to Use PIPP-R

The Premature Infant Pain Profile: Revised

Indicator Score :

Change in
Heart Rate (bpm) 0-4 5-14 15-24 >24
Baseline:
Decrease in
Oxygen Saturation (%) 0-2 3.5 6-8 >8 or Increase
Baseline: in0,
Brow Bulge None Minimal Moderate Maximal
(Sec) (<3) (3-10) (11-20) (>20)
Eye Squeeze None Minimal Moderate Maximal
(Sec) (<3) (3-10) (11-20) (>20)
Naso-Labial Furrow None Minimal Moderate Maximal
(Sec) (<3) (3-10) (11-20) (>20)
* Sub-total Score:
Gestational Age 32 wks - 35 28 wks-
(Wks + Days) RIS wks, 6d 31wks, 6d 20
Baseline Active Quiet and Active Quiet and
Behavioural State and Awake Awake and Asleep Asleep

** Total Score:

* Sub=total for physiological and facial indicators. If Sub-total score>0, add GA and BS indicator
scores.

** Total Score: Sub-total Score + GA Score + BS Score
Scoring instructions

Step 1: Observe infant for 15 seconds at rest and assess vital sign indicators
[highest heart rate (HR) and lowest O, Saturation (O, SAT)] and behavioural state.

Step 2: Observe infant for 30 seconds after procedure and assess change in vital sign indicators
(maximal HR, lowest O, SAT and duration of facial actions observed).
* If infant requires an increase in oxygen at any point before or during procedure, they receive a score of 3 for the O, SAT indicator

Step 3: Score for corrected gestational age (GA) and behavioural state (BS) if the sub-total score >0.

Step 4: Calculate total score by adding Sub-total Score + BS Score.
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Re: Request permission to use PIPP-R

Bonnie Stevens <b.stevens@utoronto.ca>

W. 22/1/2014 10:32

fo:Patcharee Woragidpoonpol <iloveking2010@hotmail.com=;

Dear Patcharee;

Thank you for your email.

You have my permission to use the PIPP-R for your thesis.

| wish you the best and look forward to hearing the results of your study.
Regards,

Bonnie Stevens

Bonnie Stevens, RN PhD

Professor,

Lawrence S. Bloomberg Faculty of Nursing and Faculty of Medicine
University of Toronto,

Signy Hildur Eaton Chair in Paediatric Nursing Research

Associate Chief of Nursing Research

Senior Scientist Research Institute

The Hospital for Sick Children

686 Bay Street, Room 06.9712

Toronto, Ontario, Canada M5G 0A4
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Appendix C-4

Clinical Utility Questionnaire
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Appendix D-1

Ethical Approval Document

Certificate of Approval

No. 044/2015

of Nursing, Chiang Mai University
Chiang Mai 50200

Name of Ethics Committee : Ethics Committee, Faculty

Address of Ethics Committee : 110 Inthawaroros road., SriPhum,

Principal Investigator : Mrs. Patcharee Woragidpoonpol
Doctoral Program
Faculty of Nursing Chiang Mai University

Protocol title : Development of a Clinical Pain Scale for Preterm Neonates

STUDY CODE : FULL - 012 —2558

Sponsor: -

Documents filed Document reference
Research protocol - Version date May 12, 2015
Informed consent documents /Patient - Version date May 12, 2015

information sheet

Case Record Form - Version date May 12, 2015

Principal Investigator Curriculum vitae - Version date May 12,2015

Opinion of the Ethics Committee/Institutional Review Board: Full Board Review on April 23
2015 :

b

Th.e Echs Committee has reviewed the protocol and documents above and give the favorable
opinion .

Date of Approval : May 12, 2015 . Expiration Date: May 11, 2016
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Progress report is required to be submitted to the Ethics Committee for continuing review

[ ]at3 month interval

[ ] at 6 month interval o
[ ] annually (in this case please submit at least 60 days prior to expiration date)

This Ethics Committee is organized and operates according to GCPs and relevant international
ethical guidelines, the applicable laws and regulations.

Signed: ..... wlrichit S “f'fqt._.._.\

(Professor Emerita Dr.Wichit Srisuphan)
Chairperson, Faculty of Nursing, Chiang Mai University

M

Signed : ..o
(Professor Dr.Wipada Kunaviktikul)

Dean, Faculty of Nursing, Chiang Mai University

GENERAL CONDITION OF APPROVAL:

Prior Rescarch Ethics Con:-ijuee approvai is required before implementing any changes in the
consent documents or protocol unless those changes are required urgently for the safely of

subjects.

© Any event or new information that may affect the benefit/risk ratio of the study must be reported
to the REC promptly. '

¢ Any protocol deviation/violation must be reported to the REC.

o
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of 2 page.

Resmarch Blrars Cannittes Poage - 1 -
Fooully of Medcre Chiong Mal Lnwersey AF04-010/0¢.0

No. 211/58 COA-NUR 044/58

Certificate of Approval

Neme of Ethics Committee : Research Fthics Committee 4,
Faaulty of Medicine, Chiong Mol University
Address of Ethics Committee : 190 Intavararcs Rd, Armphoe Muong, Chiang Mo,

Thalend 50200

Principal Investigator: Palchoree Worngdpoanpal,
Foculty of Nursing, Chiang Mai University,

Pratocol title: Development of a Clinical Pain Scale for Preterm Neonates,
STUDY CODE: NONE-2558-03040/ Research ID @ 5040

Sponsor:-

Documents filed Document reference
Research protocol Versocndote 12 May 2015
Patient Information Sheet/ informed Versendote 12 May 2015
Consent Form
Case Record Form Versiondate 12 May 2015
Principal Investigator Curriculum vitoe Version date 12 May 2015

DECISION: | ¥ | By expedied review
I | By [l commitiee meeting ..., Date

- e e anen e —

Opirion of the Ethics Committee/institutional Review Board - PLS. CHECK ONE
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Research Ethics Commuttes HFoge - 2 - o] 2 poges

Facuity of Medione Cheong Mai University AF/O4-010/04.0

Progress report submit every [ 3 months [] & months

] 1 year L] Otherc i

This Ethics Committee is organized and operates according to GCP3 and relevant international ethical
guidelines, the applicable laws and regulations.

Date of Approval: 12 May 2015 Expiration Date: 11 May 2016

Signed : .o _._M&Afw%g .......

(Emeritus Professor Panja Kulapongs, M.D.)

Chairperson, Faculty of Medicine

GENERAL CONDITION OF APPROVAL:

o

Please submit the progress report ot least once a year except where required more frequent by
the REC.

In particular, approval of this study must be renewed at least three months befare the
expiration date If work s to continue.

Prior Research Ethics Committee appraval is required before implementing any changes in the
consent documents or protocol unless those changes are required urgently for the safely of
subjects.

Any event or new information that may affect the benefit/risk ratio of the study must be
reported to the REC promptly

Any protacol deviation/violation must be reported 1o the REC
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Appendix D-2

Permission to Conduct Research
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Appendix E-1

Information Sheet
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Appendix E-2

Inform Consent Form
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The evaluation of relevance indicators in preterm neonates

Relevance of Seven Indicators

Appendix F-1

o Experts Number of
Pain indicators I-CVI
1 2 3 4 5 6 agreement
. ? X X X X X X 6 1.00
Lower facial expressions
. . X X X X X X 6 1.00
Upper facial expressions
Sleep/wake states X 3 2 2 X X 2 1.00
Heart rate X " N > X . e 83
Length of NICU study X X i % X X 2 83
. ! X X - X X X 5 .83
Previous pain exposures
Respiratory support i i i i X X - 33
Proportion relevant | .86 .86 57 | .86 | 1.00 .86 | Average I-CVI =.83
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Appendix F-2

Scoring of Six Indicators

The evaluation of scoring indicators in preterm neonates < 32 weeks GA

Scoring of indicators Sxperts Qber of I-CVI
1 2 3 4 5 6 agreement
Lower facial expressions X X X X X X 6 1.00
Upper facial expressions X X X X X - 5 .83
Sleep/wake states X X X X X - 5 .83
Length of NICU stay X X - X X X 5 .83
Previous pain exposures X X - X X X 5 .83
Heart Rate - - - X X - 2 .33
Proportion relevant | .86 .86 .57 | 100 |1.00| .57 | Average I-CVI | =.78
The evaluation of scoring indicators in preterm neonates > 32 to 36°%" weeks GA
Scoring of indicators s Number of I-CVI
1 2 3 4 5 6 agreement
Lower facial expressions X X X X X X 6 1.00
Upper facial expressions X X X X X X 6 1.00
Sleep/wake states X X X X X - 5 .83
Length of NICU stay X X - X X X 5 .83
Previous pain exposures X X - X X X 5 .83
Heart Rate - X X X X - 4 .67
Proportionrelevant | .86 | 1.00 | .67 | 1.00 | 1.00 .67 | Average I-CVI =.86
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Appendix F-3

Heart Rate Scoring from the Second Round

The evaluation of heart rate scoring (the second round)

Scoring of heart Experts
i " Number of OV
rate in preterm -
P _ 1 2 3 4 5 6 agreement
neonates with

< 32 weeks GA X X X X X X 6 1.00
> 32 to to 368”7 X X X X X X 6 1.00
weeks GA
Proportion relevant | 1.00 | 1.00 | 1.00 | 1.00 | 1.00 | 1.00 | Average I-CVI | =1.00
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App

endix G

Clinical Utility Evaluation Form and Results

¢ aa d' A a a ' o
amuﬁa‘unmﬂsziwumaﬂaunmaanmmm)ﬂszmummﬂm“lumsmnﬂnaumﬂuﬂ

ANNAMAY 4 3 2 1
MesnensldinTeaiie
1. %umuam%mﬂﬁu“ﬁmn“lﬁ’&w 21(72.4%) | 8(27.6%)
2 mwildFanmdlaidie 25 (86.2%) | 4(13.8%)
n30silo
3. IANnAINHan IO IaYY 20 (69.0%) | 8(27.6%) | 1(3.4%)
4 d¥dannddanudleidie 21 (72.4%) | 8 (27.6%)
5. guuwums aguudlade 22 (75.9%) | 7(24.1%)
maiunsesiieNilszduanmhalumsn
6.  wimnzdwmivldlsuivanuihalumsnfa | 22 (75.9%) | 7(24.1%)
Aoufmuaiioglu NiCU
7. 1dar liuu 19 (65.5%) | 10 (34.5%)
8. lidesmaginsallaimAuainiifeglu 27(93.1%) | 2(6.9%)
NICU
9. 'hildiinsldelunsguamsn 27 (93.1%) | 2 (6.9%)
10. 141daeTaglisuiudeddlned 9G31.1%) | 15(51.7%) | 3(10.3%) | 2(6.8%)
ravesmaiuasesiie lNFUszivmnha
11. ‘ﬁzumaumﬂ%ﬂlﬁﬂ‘]’ﬂﬁiaumﬂﬁﬁiuﬂﬁi"ﬂm 28 (96.6%) | 1(3.4%)
12. %umumﬂ%’”liiﬁifﬂcsiaumﬂf]ﬁmumi 28(96.6%) | 1(3.4%)
WA
13, ludlusuasiedemsn 28 (96.6%) | 1(3.4%)
14. mlrmsaldfumsdanmsanuihe 21(72.4%) | 7(4.2%) | 1(3.4%)
15 liildamdszsoug ddteunnies 19(65.5%) | 9(31.1%) | 1(3.4%)
16. relinennadaduleldaineelinmswennna | 19(65.5%) | 9G1L1%) | 1(3.4%)
619150011
17. mlddiUnasewnsedguamsniianels 13 (44.9%) | 15(51.7%) | 1(3.4%)
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