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APPENDIX A

Patient initials Patient number

Etoricoxib with Flavoxate for Reducing Morphine Requirement after

Transurethral Prostatectomy: A Factorial, Randomized Controlled Trial

CASE REPORT FORM

Principal investigator

Name: Dr. Sirilak Suksompong

Address:  Department of Anesthesiology
Faculty of Medicine Siriraj Hospital,
Mahidol University, Bangkok 10700,
Thailand

Telephone:  +662 419 7989

Fax: +662 411 3256



Patient INIAIS.........o..evvrereeeeereeeeeseseeeons Patient number

Assessment date |

Eligibility Criteria

Inclusion Criteria

- Male patient ASA physical status Il
- Scheduled for an elective TURP.

- Body weight > 50 kg.
- Can operate a patient-controlled analgesia (PCA) device.

Exclusion Criteria

- History of asthma, acute rhinitis, nasal polyps, angioneurotic edema or
urticaria following the administration of aspirin or other NSAIDs,

- Known hypersensitivity to morphine.

- Severe hepatic dysfunction (Child-Pugh score>9).

- Preoperative creatinine clearance < 30ml/min.

- History of bleeding tendency.

- History of peptic ulcer or gastrointestinal hleeding.

- Known case of inflammatory bowel disease

- Severe congestive heart failure.

- History of coronary artery disease or cerebrovascular disease.
Informed consent

Conclusion

Patient fulfils all inclusion criteria and none of the exclusion criteria

No

[]
[]
[]
t]

No

[]

[]
[]
[]
[]
[]
[]
[]
[]

[]

8

Yes

[]
[]
[]
[]

Yes

[]
[]
[]
[]
[]
[]
[]
[]
[]
[]

[]
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Patient INILAIS........o..evrereerrereeseeseeseenns Patient number

Assessment date

Patient Description

Date of birth
dd mm yy

No Yes
Any history of allergy [1 [] Ifyes, please SPECiy.....mrrminen
Study drug administered attime . {

1 1
1

Bodyweight (ko) 1 1 j
Height (cm) I 11 -
ASAclassificaion ¢ 002 003 04 0 05
Anesthetic tme St | | End | |
Operation time @1 | Bl |
Level of analgesia T
Postoperative
The first time the patient trigger PCA 1
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Patient INILIAIS..........ovveevereereereeresnesesenens Patient number
Assessment date |
Outcomes
Postoperative time VRS (0-10)  Sedation Morphine (mg)
score (1-3)

3hr | | | |

5hr | | | |

24 hr

Sedation score
0="fully awake, 1=somnolence, responds to call, 2= somnolence, responds to tactile stimulation,
3=asleep, responds to painful stimulation
Side effects
Q Pruitus n Nausea......times D Vomiting......... times

D Respiratory depression: Patients respiratory rate < 10 bpm; Time| I l:
0 Others;

Side effects Therapy No. of dose(s)
1.0ndansetron (IV)

2.Diphenhydramine (Oral)

3.Diphenhydramine (IV)

4.0thers: specify
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APPENDIX D
Patient consent form
Date
Lot s Lo [-T— year
My home address;
o R R{0L: 10 ][ O Province..............
.......... Telephone nUMDEr.........cccooeererrvervvverrnrs FAX NUMDET v

| am willing to participate in the study “Etoricoxib with flavoxate for reducing morphine
requirement after transurethral prostatectomy: A factorial randomized controlled trial". |
have already informed the details of the study as follow.

The objective of the study is to study the effect of the
combination of the 2 drugs in reducing morphine usage after transurethral resection of
the prostate.

After the prostate is cut off, there might be postoperative pain. |
will receive morphine for postoperative pain relief by using a machine which | can
operate it by myself.  this study, the patients will be randomly divided to receive either
drug or both drugs or placebo. Whenever | feel pain, | can arrange to get the pain killer
by myself through the special machine. The researchers will collect my personal data
during the perioperative period such as age, weight, total morphine usage and pain
score etc. However from the previous study, there are no serious side effects from taking
the study drugs for 1 day. The side effects such as itching were reported by 3% and nausea/
vomiting were 6%. If these occur, you will be treated.

If | have any enquiry, | can contact the research by phone to
Assoc Prof. Sirilak Suksompong; phone number 0-9153-4806 at any time.



5

If the researcher gets more new information either the benefit or
the harmful effect that might associate with this study, | will be informed as soon as
possible.

| may refuse to take part or decide to stop at any time during the
study. This will not affect your relationship with the doctor, who will give you the best
treatment he/she can offer.

| am already informed all the details of the study both the good
and bad issues in involving this study. | intentionally participate in this study. The
researcher will keep my entire name and other data confidential.
Subject's name
Investigator's name

Witness's name

Witness's name



60

APPENDIX E
Patient information

The clinical study: Etoricoxib with flavoxate for reducing morphine requirement after
transurethral prostatectomy: A factorial randomized controlled trial.

We would like to ask you to participate in a research study to be conducted by Assoc
Prof. Sirilak Suksompong. The study is to evaluate the effect of etoricoxib 120 mg and
flavoxate 200 mg in reducing morphine usage after transurethral resection of the
prostate. Before you intentionally participate in this study, the reason and the details of
the study will be given as below.

Men who experienced difficulty in urination from the enlargement of the prostate gland
may need transurethral surgery. During the postoperative period, they might have pain
which will cause suffering, palpitation or hypertension. These might be harmful to the
heart. There are many ways to relief pain. Morphine is a good pain killer. But it might
cause sedation, respiratory depression, nausea and vomiting. There is a new group of
drugs which provide good pain relief and less side effects such as etoricoxib. This drug
has no effect to the platelet function, less gastrointestinal side effects. The other drug is
flavoxate which is a urinary antispasmodic.

The patients who meet the inclusion criteria and intend to participate in this study will be
randomly allocated into 4 groups. The patients will receive; Group 1 Placebo, Group 2
Etoricoxib and Placebo Group 3 Flavoxate and Placebo, Group 4 Etoricoxib and
Flavoxate. You will not know which group you are in order not to get bias. You will
receive the study drugs 1 hour before anesthesia and another 2 doses during the
postoperative period.

You will be asked to give your pain score at 5, 7 and 24 hour postoperatively. The pain
score will be 0-10 which 0 = no pain and 10 = the worst imaginable pain. You may also
ask about the side effects that might occur. If you intend to participate in this study, your



b1

postoperative pain will be in close observation.  case of serious side effects that might
occur by your participation in the study, you will be under specialized care hy the
authorized staffs inthe Faculty without extra-payments.

The results of this study will be used for medical study purpose only. Your medical
record and personal information will be kept confidential. If the results of this study are
published in the medical literature, your identity will not be revealed. The ethical
committee may review you medical records in order to check the data and the study
protocol. The information collected during the study will be stored in the computer but
your name will not be.

By signing the consent form, you intend to participate in the study and allow your
information and medical record to be kept and transferred.

| decide to participate in the study by myself. | may refuse to take part or decide to stop
at any time during the study. This will not affect your relationship with the doctor, who will
give you the best treatment he/she can offer.

If there is any harm during the study, the researcher will stop the study immediately, and
fix the problem. If | have any enquiry, | can contact the research by phone to Assoc Prof.
Sirilak Suksompong at the Department of Anesthesiology, Sayamintra Building Llthfloor,
Siriraj Hospital; phone number 0-2419-7989-90 or 0-9153-4806 at any time.
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VITAE

Dr. Sirilak Suksompong was hom on January 9, 1959 in Bangkok
Thailand. She achieved her medical degree from the Faculty of Medicine, Khon Khen
University in 1974, After working in Ranong Hospital as a general practitioner for one
year, she joined a three-year residency training course in the Department of
Anesthesiology, Faculty of Medicine, Siriraj Hospital, Mahidol University. — After
graduating as an anesthesiologist, she worked at the Central Hospital in the centre of
Bangkok for nearly 2 years. Afterwards she began working  the Department of
Anesthesiology, Faculty of Medicine, Siriraj Hospital, Mahidol University as an instructor.
During June 1991 and May 1992 she went to work as a fellow in Pediatric Anesthesia at
the Royal Children Hospital in Melbourne and in Cardiac Anesthesia at the Royal Prince
Alfred Hospital in Sydney, Australia. Her present position is Associate Professor in the
Department of Anesthesiology, Faculty of Medicine, Siriraj Hospital, Mahidol University.
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