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APPENDIX A

Composition of Placebo Cream

Glyceryl mono stearate S.E. 30 gm.
Liquid paraffin light 120ml.
Cetyl alcohol 120gm.
Sodium lauryl sulphate 10 gm.
Concentrate paraben 10ml.
Antiform 5gm.
Sodium metabisulfite 2gm.

Purified water gs. To 1kg.
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APPENDIXB

FLOW OF STUDY PROTOCOL
Cervical cancer, SE€ stage IB2- 111B
- Age
- Parity
- Cesarean section
- Tumor size, tumor staging
- Body mass index

Complete radiation with clinical response
- Vaginal length
Maturation index
Patient’s symptoms-score
Serum estradiol

a

Randomization, allocate to two groups

4

Intervention : cream application with digital pressure
(estrogen cream or placebo cream 0.5 gm nightly for 4 weeks)

a

At complete 4 weeks .
- PE, PV follow up for tumor response
- Vaginal length
- Maturation incex
- Serum estradiol
- Patient’s symptoms- score / compliance
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APPENDIX ¢

PATIENT INFORMATION SHEET AND INFORMED CONSENT FORM

28

28

28
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09-316-5366 (

02-419-7000

4888

4999
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APPENDIX D

CASE RECORD FORM

Patient INtialS . ..ooovvviiieee e Patient NO.

Vaginal estrogen for prevention of early vaginal occlusion from radiation vaginitis in cervical

cancer patients.

Primary Investigator

Name Dr. Suwanit Therasakvichya

Address : Department o f Obstetrics and Gynecology
Siriraj Hospital, Faculty of Medicine,
Mahidol University
Bangkok, Thailand 10700

Telephone : + 662 419-7000 ext. 4888, 4999 mobile : 09-3165366

Fax : + 662 418-2662



31

Patient Initials Patient No. I:D:l

Assessment date | |

dd mm
Elieible Criteria
Inclusion criteria Yes No
- 1° SCC of cervix stage IB2-11IB, clinical complete response after radiation () ()
- Age < 55 years old () ()
- Written informed consent ()] ()
Exclusion criteria
- History ofmenopause () ()
- History of vaginal operation () ()
- History of prior vaginal or pelvic irradiation () ()
- Previous estrogen use within 3 months () ()
- Prolapsed uterus () ()
- Vaginal fistula () ()
- Allergy to vaginal cream () ()
- Having severe infection in vagina or perineum () ()

Patient fulfils for randomization () ()



Patient Initials

Date of birth

dd mm vy

Patient Characteristics
Age (full year)
Parity
Cesarean section (No= 1, Yes=2)
Tumorsize (<4ecm=1> 4dcm=2)
Tumor stage
Vaginal length (mm)
Baseline
4 weeks
Difference
Maturation Index (% Para basal cell > 25)
Baseline (No=1, Yes=2)
4 weeks (No=1, Yes=2)
Serum estradiol (pg/ml)
Baseline
4 weeks
Patient compliance
(cream use < 4 weeks =1, use completely 4 weeks = 2)
Tumor response
(clinical response = 1, persistent = 2, progression = 3)

Patient No.
Assessment date
Follow up date
Allocation No.

Patient satisfaction (symptom-score > 6.asNo = 1, score > 6 as Yes = 2)

Sexual practice (No=I, Yes=2)
Note:

—




VITAE

Doctor Suwanit Therasakvichya was bom on October 27, 1961 in Nakomrachsima,
Thailand. She was graduates her medical school from Faculty of Medicine, Siriraj Hospital |
Mahidol University in 1986 and Thai Board of Obstetrician and Gynecologist at the Department
of Obstetrics and Gynecology, Faculty of Medicine, Siriraj Hospital , Mahidol University. She
continued her study and graduated Doctor of Medicine in Gynecologic Oncology at the
Department of Obstetrics and Gynecology, Ulm University, Germany in 1997. She is now
working at Division of Gynecologic Oncology, Department of Obstetrics and Gynecology,
Faculty of Medicine, Siriraj Hospital, Mahidol University as a Assistant Professor.
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