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Appendix A

Sterile cord cutting
Apply povidone-iodine on the cord

before and after cord cutting

Flow chart of newborn care and intervention
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At admission

1% day
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Apply triple dye on cord stump
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Apply triple dye on cord stump

once daily

Discharge

At 1 month

Clean the body with
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Educate mothers
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dye once septic
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daily

I |
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Cord Separation

Evaluating satisfaction and
complications

Q Bathing once

daily

Q Clean cord stump

with soap and
water when soiled



36

Appendix B
Consent Form

Title:  Comparison of time to umbilical cord separation using 3 cord-care regimens:
triple dye, alcohol and no antiseptic agent

Principal Investigator: Sangkae Chamnanvanakij, M.D.

Purpose of research

Ihave been informed that this study will be conducted to determine the time to cord separation in my
baby compared among using triple dye, alcohol or no antiseptic treatment for cord care at home. Al
regimens are acceptable for umbilical stump in newborn infants.

Procedure

lunderstand that my baby will be assigned to one of three groups using different antiseptic agents for
cleaning umbilical stump at home. Iwill use the assigned agent for daily cord care until cord separation.
Nurses will visit at home and performed umbilical swab culture atthe infant aged 5-7 days. Iwill be
called once or twice a week for checking about cord care, cord separation and my concerns. lam also
expected to bring my baby to attend the continuing care clinic at Phramongkutklao Hospital when
helshe is one month old.

Risks and Discomforts

lunderstand thatthe regimens of cord care may affect the cord separation time. However, the delayed
cord separation may not increase a risk of infection in my baby.

Benefits

lunderstand that the major potential benefit is to find out which regimen of cord care shortens the
duration of cord attachment and which one is more acceptable among parents.

The other benefit for my baby and me is having a pediatrician available to answer my questions at any
time.

Alternative

lunderstand that the three regimens are practiced in many hospitals. Although there are some other
agents available, their uses are limited due to its possible side effect.

Confidentiality

lunderstand that the baby’s and my medical information will be subject to the confidentiality and
privacy regulations of Phramongkutklao Hospital.

Ifthe data are used for publication in the medical literature or for teaching purposes, no names will be
used.
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Request for more information

lunderstand that I may ask more questions about the study at any time. Dr. Sangkae at 01-849-2952
and Dr. Kesanee at 09-116-6694 are available to answer my questions or concerns.

If during the study, or later, Iwish to discuss my baby’s participation in or concerns regarding this study
with a person not directly involved, lam aware that the researcher is available to talk to me. A copy of
this consent form will be given to me to keep for careful reading.

Refusal or withdrawal of participation

lunderstand that my baby’s participation is my voluntary. Imay refuse to allow her/him to participate or
may withdraw consent and discontinue participation in the study at any time without prejudice to my
baby present or future care at Phramongkutklao Hospital.

Complication statement

lunderstand that in the unlikely event of complications to my baby resulting directly from her/ his
participation in this study, medical treatment would be available to my baby, but no further
compensation would be provided by Phramongkutklao Hospital. 1understand that by my agreement
allowing my baby to participate in this study Iam notwaiving any of my legal rights.

[NaVe eXPIAINEA 10 ovvvvvrvvsressvssns s the purpose of the research, the
procedures required, and the possible risks and benefits to the best of my ability.

Investigator Date

[confirm that Dr. Sangkae has explained to me the purpose of the research, the study procedures that
my baby and Iwill undergo, and the possible risks and discomforts as well as benefits that my baby
and Imay experience. Alternatives to my baby’s participation in the study have also been discussed. |
have read and lunderstand this consent form. Therefore, lagree to give my consent to allow my baby
to participate as a subject in this research project.

Parents or caretaker Date

Witness to signature Date
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01-849-2952
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| I
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Appendix D
Parental Record Form

Y Group T Tripledye [ Alcohol 1 No treatment
oL S VLN INFANES NAM L.
Part 1 Cord care

Number Land 2 MarkJ the space ifyou perform the procedure

Number 3 :Write down the antiseptic agents used for cord care

T = Triple dye A =Alcohol N = No treatment

Week 1
Age (day)
Date/month/year
Visit/Telephone
1. Bathing
2. Cord care
3. Antiseptic agents

Week 2
Age (day)
Date/month/year
Visit/Telephone
1. Bathing
2. Cord care
3. Antiseptic agents

Week 3
Age (day)
Date/month/year
Visit/Telephone
1. Bathing
2. Cord care
3. Antiseptic agents



Week 4
Age (day)
Date/month/year
Visit/Telephone
1. Bathing
2. Cord care
3. Antiseptic agents

Part 2 Timing of cord separation

Date/ month /year s [— [

Time 1 daytime 0 nighttime  Specify the time as clock hour.
Part 3 Culture of umbilicus

Date/ month /year e [ ety 7 I RO

RESUIL  orerrcrscrmenmonssrsemssmserssnssssessggrnsgbldl sl oosbaiihersbosseosins e sessesessessesessese
Part 4 Problems or concern

Do you have these problems ? Yes No
1. Cord infection( erythema / swelling / discharge) [ I
2. Cord bleeding I I
Part 5 Parental (caretaker’s) satisfaction

Mark+/ inthe space according to your satisfaction to the assigned antiseptic agents
Satisfactory scores

[tems 5 4 3 2
Strongly Satisfactory Equivocal Unsatisfactory
satisfactory

1. Stained-color

2. Odor

3. Dryness of stump

4. Ease of application

5. Time of cord separation

Total satisfactory scores /

%

4

1

Strongly
unsatisfactory



Appendix E
Data Collection Form

General information.

1. Study number 000
Group 1 TP/TP 1 TP/Ale

Hospital number DDOODOD /DO

MOENEI'S NAME oo eennesesssssresssenees

ro

INfant's NAME s
ADAress e ———————
Telephone NUMDEE oo i

Demographic data
L Mother

11 Age DD years

1.2 Gravida D Para 0

13 Perinatal Complications .

2. Delivery

11 Date of birth (DDIMMIYY) [/ Time at birth (hh/mm) /
12 Maode of delivery 0 Vaginal delivery/ Forceps/Vacuum [ Cesarean section
13 Apgarscors atimin | atbmn [

2, Infant

31 Gender D Male 1 Female

3.2 Gestational age CO  Weeks

33 Birth weight 7000 grams

4, Discharge

4.1 Discharge date (DDIMM/YY) [ Age D O  hours

B, Newborn care
51 Caretaker 1 Parents 17 Nanny 1 Relatives



52 Feeding 7 Breast milk 7 Formula milk 1 Both
53  Diaper 1 Clothes 0 Disposable diaper [ Both

6. Visit/ Telephone  Birth date

No of 1 2 3 4 ) b 1 8 9 10
Call
Date

1. Summary

7.1 Antiseptic agents used 1 Triple dye 7 Alcohol 1 Both (mainly.
1.2 Time to cord separation DDIMMYY) |/

Time 1 daytime 0 nighttime ~ SPeCify.......
Age DO days
73 Culture
7.4 Complications
Omphalitis I Yes 7 No
Sepsis T Yes 7 No
Granuloma TYes 7 No
Bleeding B—Yes 7 No

1.5 Total satisfactory scores DD %
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VITAE
PERSONAL INFORMATION
Name: Lt.Col. Sangkae Chamnanvanakij
Date of Birth May 4, 1961
Place of hirth Bangkok, Thailand
Marital status Single
EDUCATIONS
Medical School
1980-1986 Faculty of Medicine, Chulalongkorn University, Bangkok, Thailand
Postgraduate training
1989-1992 Pediatric residency, Department of Pediatric, Phramongkutklao
Hospital, the Royal Thai Army Medical Center, Bangkok, Thailand
1996-1999 Fellow in the division of Neonatal-Perinatal Medicine,
Department of Pediatrics, UT Southwestern Medical Center at
Dallas
CERTIFICATIONS
1986 Doctor of Medicine
1991 Diploma of the Thai Medical Board of Pediatrics
1999 Certificate in Neonatal-Perinatal Medicine, UT Southwestern

Medical Center at Dallas, USA
PROFESSIONAL BACKGROUND

1986*1989 Attending faculty, Ananthamahidol Hospital, Thailand

1993-1996 Attending faculty, the Newhorn Unit, Department of Pediatric,
Phramongkutklao Hospital

1999-present Neonatologist, the Newborn Unit, Department of Pediatrics,

Phramongkutklao Hospital

Instructor, Department of Pediatrics, Phramongkutklao College of
Medicine
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