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GENERAL INSTRUCTIONS
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Print clearly in CAPITAL LETTERS using a black ballpoint pen and press firmly so that all copies are legible.  DO NOT print in shaded areas.  Answer all questions on every page.

The plastic writing board in the back of the binder should be used to divide each set of pages before writing on them with a black ball point pen.

Important:
Errors should be deleted with a single line and the alterations made as



 close to the original as possible.  All alterations must be printed



 initialled and dated.

[image: image503.wmf]
DATE

Use the following three letter abbreviations for month:


January 
= JAN


February 
= FEB


March
= MAR


April

= APR


May

= MAY


June

= JUN


July

= JUL


August
= AUG


September
= SEP


October
= OCT


November
= NOV


December
= DEC
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Example     0   1   J   A  N  9  8
= 1st January 1998
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TIME

Unless specified otherwise, use the 24 hour clock:  00:00 to 23:59

[image: image512.wmf][image: image513.wmf][image: image514.wmf] Day        Month       Year

[image: image515.wmf]Example
1   4   2   5

= 2:25 p.m.    

VISIT 1 - DAY 0

CHECKLIST

· INCLUSION/EXCLUSION CRITERIA

· DEMOGRAPHY, MEDICAL HISTORY AND PHYSICAL EXAMINATION

· PROMPT FOR 

· PARASITOLOGY (BLOOD SLIDE)

· PCR

· HAEMATOLOGY DATA

· BIOCHEMISTRY DATA

· PRIOR MEDICATION HISTORY 
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    Eligibility Checklist

[image: image517.wmf]
Does the patient meet the following eligibility criteria?


Please answer the following questions by ticking [image: image2.wmf] the appropriate box.

[image: image518.wmf] Day         Month        Year

 


   Inclusion Criteria

[image: image519.wmf][image: image520.wmf][image: image521.wmf]
If any of the following questions are answered ‘No’, the patient is not eligible

 for the study











   Yes      No

[image: image522.wmf] Day         Month        Year

 

[image: image523.wmf]1. Presentation to the Outpatient Department of the hospital with probable 
    uncomplicated clinical malaria.

[image: image524.wmf][image: image525.wmf]2. Age between 12 and 120 months (inclusive).









[image: image526.wmf] Day         Month        Year

 

[image: image527.wmf]3. Pure (on microscopic grounds) P falciparum parasitaemia 2,000 to 100,000 (l-1




[image: image528.wmf][image: image529.wmf]4. Written or witnessed oral consent has been obtained from the parent or legal 




    guardian.

[image: image530.wmf] Day         Month        Year

 

[image: image531.wmf]5. Parent or legal guardian is willing to allow the child to comply with the

    protocol and particularly to provide venous and thumb prick samples.
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If any boxes are ticked ‘No’ then the patient cannot be entered.



 Exclude
















 Patient
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[image: image533.wmf]
    Eligibility Checklist

[image: image534.wmf] Day         Month        Year

 



Does the patient meet the following eligibility criteria?

Please answer the following questions by ticking [image: image3.wmf] the appropriate box.
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   Exclusion Criteria

[image: image536.wmf][image: image537.wmf]
    Yes    No

[image: image538.wmf] Day         Month        Year

 

[image: image539.wmf]1. Any feature of severe malaria (Warrell et al 1990), including a haemoglobin 

    concentration of less than 6.5 g% or a parasitaemia greater than 100,000 (l-1

    (or estimated, on a thin film, to be greater than 10% of counted erythrocytes 

    parasitised).

[image: image540.wmf][image: image541.wmf]2. A history of convulsions during the present illness.

[image: image542.wmf] Day         Month        Year

 

[image: image543.wmf]3. General condition requiring hospital admission.

[image: image544.wmf][image: image545.wmf]4. Evidence of a concomitant infection at the time of presentation (including rashes
      

    other than scabies, red ear drums and abnormal respiratory system examination).

[image: image546.wmf] Day         Month        Year

 

[image: image547.wmf]5. Any other underlying disease(s) that compromise the diagnosis and the


    evaluation of the response to the study medication. 

[image: image548.wmf][image: image549.wmf]6. History of allergy to sulphonamides or dapsone.








7. Treatment within the last week with Fansidar, Metakelfin, mefloquine, 

[image: image550.wmf][image: image551.wmf]    amodiaquine, halofantrine, quinine (full course), atovaquone-proguanil, 

    fansimef, artemisinins or co-artemether.










[image: image552.wmf][image: image553.wmf]8. Visible jaundice.













[image: image554.wmf][image: image555.wmf]9. Use of an investigational drug within 30 days or 5 half-lives whichever is the 



    longer.

10.  A known
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       (
If any boxes are ticked ‘Yes’ then the patient cannot be entered.


 Exclude
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 Patient

[image: image560.wmf][image: image561.wmf][image: image562.wmf][image: image563.wmf]Date of informed consent






   day          month         year

I have assessed the patient and checked the inclusion/exclusion criteria and the patient is eligible for the study.









Investigator’s Signature.................................................................  Date ........................ 
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Demography and Medical History

	Date of Birth
	  
[image: image4.wmf] Day        Month       Year



	Sex    
[image: image5.wmf] Male      
[image: image6.wmf] Female

	Does the patient have any significant medical history? 
[image: image7.wmf] Yes

                                                                                        
[image: image8.wmf] No

If YES, please record as Diagnosis :

1.__________________________________________________

2.__________________________________________________

3.__________________________________________________

4.__________________________________________________
	         Please tick ONLY 

               if Ongoing

          Ongoing   
[image: image9.wmf]
          Ongoing   
[image: image10.wmf]
          Ongoing   
[image: image11.wmf]
          Ongoing   
[image: image12.wmf]


Physical Examination and Symptom Assessment
	Temperature   
[image: image13.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image14.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image15.wmf] . 
[image: image16.wmf]   oC    Method    
[image: image17.wmf] Axillary    
[image: image18.wmf] Oral     
[image: image19.wmf]  Rectal  ( tick one)

                                                                                  please use the same method throughout the study

 Weight  
[image: image20.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image21.wmf] . 
[image: image22.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image23.wmf] kg.
Please record presence of any of the following symptoms;

Headache 
[image: image24.wmf]  Dizziness 
[image: image25.wmf]  Nausea 
[image: image26.wmf]  Vomiting 
[image: image27.wmf]  Diarrhoea 
[image: image28.wmf]  Abdominal Pain
[image: image29.wmf]     Itching 
[image: image30.wmf]       Chills / Rigors 
[image: image31.wmf]   Jaundice 
[image: image32.wmf]      Others 
[image: image33.wmf]   SPECIFY​ __________________________________________

	


CONCOMITANT MEDICATION

	Please ask the following question: “Is your child taking any medication?”

                                            
[image: image34.wmf]   Yes               
[image: image35.wmf]    No

NOTE:

If YES please record details in Prior and Concomitant Medication section at the back of the Case Report Form
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Laboratory Evaluations
	Has a blood sample been obtained for haematology and 

biochemistry evaluation?                                                                           
[image: image36.wmf]   Yes           
[image: image37.wmf]  No

Has a blood sample been obtained for parasitology evaluation?               
[image: image38.wmf]   Yes           
[image: image39.wmf]  No

Has a filter paper been prepared for P.C.R.?                                             
[image: image40.wmf]   Yes           
[image: image41.wmf]  No

Results must be recorded in the Laboratory and Parasitology  sections at the back 

                                               of Case Record Form.



Study Medication

	Please note the time of the administering the study medication                 
[image: image42.wmf] 
[image: image43.wmf]:
[image: image44.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image45.wmf]
Was the dose vomited within 30 mins?                
[image: image46.wmf] No    
[image: image47.wmf]  Yes ( If YES then redose:

If redosed :

Was the re- dose vomited within 30 mins?           
[image: image48.wmf] No    
[image: image49.wmf]  Yes ( If YES then please
                                                                                                                     WITHDRAW the patient

	


PLEASE NOW ARRANGE FOR THE PATIENT TO BE SEEN TOMORROW

 TO RECEIVE THEIR NEXT DOSE

VISIT 2 – DAY 1

CHECKLIST

· PROMPT FOR 

· ADVERSE EVENTS

· CONCOMITANT MEDICATIONS

· ADMINISTER STUDY MEDICATION

NOTE

If this is the last visit that the patient attended please complete the Study Conclusion form at the back of the Case Report Form
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SYMPTOM ASSESSMENT

	Temperature   
[image: image50.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image51.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image52.wmf].
[image: image53.wmf] oC      Method 
[image: image54.wmf] Axillary    
[image: image55.wmf] Oral    
[image: image56.wmf] Rectal  (tick one)

                                                                              please use the same method throughout the study

Please record presence of any of the following symptoms;

Headache 
[image: image57.wmf]  Dizziness 
[image: image58.wmf]  Nausea 
[image: image59.wmf]  Vomiting 
[image: image60.wmf]  Diarrhoea 
[image: image61.wmf]  Abdominal Pain
[image: image62.wmf]  Itching 
[image: image63.wmf]
Chills / Rigors 
[image: image64.wmf]   Jaundice 
[image: image65.wmf]      Others 
[image: image66.wmf]   SPECIFY __________________________________

	


ADVERSE EXPERIENCES

	Please ask the following question: “Has your child appeared or felt different in any way since the last assessment?”

                                            
[image: image67.wmf]   Yes               
[image: image68.wmf]    No

NOTE:

 Only tick YES for any new adverse experience or if there is a change in intensity or cessation of an ongoing adverse experience, as reported in Medical History on page 3.
If YES please record results in the Adverse Experience section at the back of the Case Report Form


CONCOMITANT MEDICATION

	Please ask the following question: “Have there been any changes in your child’s medication since the last assessment?”

                                            
[image: image69.wmf]   Yes               
[image: image70.wmf]    No

NOTE:

 Only tick YES for any new medication taken since Visit 1 or a cessation or change in dose of any current medication.

If YES please record results in Prior and Concomitant Medication section at the back of the Case Report Form


STUDY MEDICATION

	Please note the time of the administering the study medication                 
[image: image71.wmf] 
[image: image72.wmf].
[image: image73.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image74.wmf]
Was the dose vomited within 30 mins?              
[image: image75.wmf] NO    
[image: image76.wmf]  YES ( If YES then redose:
If redosed :

Was the re- dose vomited within 30 mins?         
[image: image77.wmf] NO    
[image: image78.wmf]  YES ( If YES then please
                                                                                                                   WITHDRAW the patient.


VISIT 3 – DAY 2

CHECKLIST

· PROMPT FOR 

· ADVERSE EVENTS

· CONCOMITANT MEDICATIONS

· ADMINISTER STUDY MEDICATION

NOTE

If this is the last visit that the patient attended please complete the Study Conclusion form at the back of the Case Report Form
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SYMPTOM ASSESSMENT

	Temperature   
[image: image79.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image80.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image81.wmf]. 
[image: image82.wmf]  oC    Method  
[image: image83.wmf] Axillary    
[image: image84.wmf] Oral    
[image: image85.wmf] Rectal  (tick one)

                                                                                 please use the same method throughout the study

Please record presence of any of the following symptoms;

Headache 
[image: image86.wmf]  Dizziness 
[image: image87.wmf]  Nausea 
[image: image88.wmf]  Vomiting 
[image: image89.wmf]  Diarrhoea 
[image: image90.wmf]  Abdominal Pain
[image: image91.wmf]  Itching 
[image: image92.wmf]
Chills / Rigors 
[image: image93.wmf]   Jaundice 
[image: image94.wmf]   Others 
[image: image95.wmf]   SPECIFY _____________________________________

	


ADVERSE EXPERIENCES

	Please ask the following question: “Has your child appeared or felt different in any way since the last assessment?”

                                            
[image: image96.wmf]   Yes               
[image: image97.wmf]    No

NOTE:

 Only tick YES for any new adverse experience or if there is a change in intensity or cessation of an ongoing adverse experience.

If YES please record results in the Adverse Experience section at the back of the Case Report Form


CONCOMITANT MEDICATION

	Please ask the patient the following question “Have there been any changes in your child’s medication since the last assessment?”

                                            
[image: image98.wmf]   Yes               
[image: image99.wmf]    No

NOTE:

 Only tick YES for any new medication taken since Visit 2 or a cessation or change in dose of any current medication.

If YES please record results in Prior and Concomitant Medication section at the back of the Case Report Form


STUDY MEDICATION

	Please note the time of the administering the study medication                 
[image: image100.wmf] 
[image: image101.wmf].
[image: image102.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image103.wmf]
Was the dose vomited within 30 mins?                 
[image: image104.wmf] NO     
[image: image105.wmf]  YES ( If YES then redose:
If redosed :

Was the re- dose vomited within 30 mins?            
[image: image106.wmf] NO     
[image: image107.wmf]  YES ( If YES then please
                                                                                                                    WITHDRAW the patient.


VISIT 4 – DAY 3

CHECKLIST

· PHYSICAL EXAMINATION

· PROMPT FOR 

· PARASITOLOGY (BLOOD SLIDE)

· PCR

· HAEMOGLOBIN AND/OR HAEMATOCRIT OR METHAEMOGLOBIN

· BIOCHEMISTRY

· ADVERSE EVENTS

· CONCOMITANT MEDICATIONS

NOTE

If this is the last visit that the patient attended please complete the Study Conclusion form at the back of the Case Report Form
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SYMPTOM ASSESSMENT

	Temperature   
[image: image108.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image109.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image110.wmf]. 
[image: image111.wmf] oC      Method 
[image: image112.wmf] Axillary    
[image: image113.wmf] Oral    
[image: image114.wmf] Rectal  (tick one)

                                                                              please use the same method throughout the study

Please record presence of any of the following symptoms;

Headache 
[image: image115.wmf]  Dizziness 
[image: image116.wmf]  Nausea 
[image: image117.wmf]  Vomiting 
[image: image118.wmf]  Diarrhoea 
[image: image119.wmf]  Abdominal Pain
[image: image120.wmf]  Itching 
[image: image121.wmf]
Chills / Rigors 
[image: image122.wmf]   Jaundice 
[image: image123.wmf]      Others 
[image: image124.wmf]   SPECIFY __________________________________


LABORATORY EVALUATION

	Has a blood sample been obtained
for haematology and biochemistry evaluation?                                         
[image: image125.wmf]   Yes           
[image: image126.wmf]  No

Has a blood sample been obtained for parasitology evaluation?               
[image: image127.wmf]   Yes           
[image: image128.wmf]  No

Has a filter paper been prepared for P.C.R.?                                              
[image: image129.wmf]   Yes           
[image: image130.wmf]  No

Results must be recorded in the Laboratory and Parasitology  sections at the back 

                                               of Case Record Form.


ADVERSE EXPERIENCES

	[image: image564.wmf][image: image565.wmf]Please ask the following question: “Has your child appeared or felt different in any way since the last assessment?”

                                               Yes                   No

NOTE:

 Only tick YES for any new adverse experience or if there is a change in intensity or cessation of an ongoing adverse experience.
If YES please record results in the Adverse Experience section at the back of the Case Report Form


CONCOMITANT MEDICATION

	[image: image566.wmf][image: image567.wmf]Please ask the patient the following question “Have there been any changes in your child’s medication since the last assessment?”

                                               Yes                   No

NOTE:

 Only tick YES for any new medication taken since Visit 3 or a cessation or change in dose of any current medication.

If YES please record results in Prior and Concomitant Medication section at the back of the Case Report Form


VISIT 5 – DAY 7

CHECKLIST

· PHYSICAL EXAMINATION

· PROMPT FOR

· PARASITOLOGY (BLOOD SLIDE)

· PCR (Suitably equipped centres only)

· HAEMATOLOGY*

· BIOCHEMISTRY*

· ADVERSE EVENTS

· CONCOMITANT MEDICATIONS

NOTE

*  If there were abnormalities noted from the blood results on day 3 a repeat 
    sample may be required for analysis.

If this is the last visit that the patient attended please complete the Study Conclusion form at the back of the Case Report Form
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SYMPTOM ASSESSMENT

	Temperature   
[image: image131.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image132.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image133.wmf]. 
[image: image134.wmf] oC      Method 
[image: image135.wmf] Axillary    
[image: image136.wmf] Oral    
[image: image137.wmf] Rectal  (tick one)

                                                                              please use the same method throughout the study

Please record presence of any of the following symptoms;

Headache 
[image: image138.wmf]  Dizziness 
[image: image139.wmf]  Nausea 
[image: image140.wmf]  Vomiting 
[image: image141.wmf]  Diarrhoea 
[image: image142.wmf]  Abdominal Pain
[image: image143.wmf]  Itching 
[image: image144.wmf]
Chills / Rigors 
[image: image145.wmf]   Jaundice 
[image: image146.wmf]      Others 
[image: image147.wmf]   SPECIFY __________________________________


LABORATORY EVALUATION

	Has a blood sample been obtained 

for haematology and biochemistry evaluation?                                         
[image: image148.wmf]   Yes           
[image: image149.wmf]  No

Has a blood sample been obtained for parasitology evaluation?               
[image: image150.wmf]   Yes           
[image: image151.wmf]  No

Has a filter paper been prepared for P.C.R.?                                              
[image: image152.wmf]   Yes           
[image: image153.wmf]  No

Results must be recorded in the Laboratory and Parasitology  sections at the back 

                                               of Case Record Form.


ADVERSE EXPERIENCES

	[image: image568.wmf][image: image569.wmf]Please ask the following question: “Has your child appeared or felt different in any way since the last assessment?”

                                               Yes                   No

NOTE:

 Only tick YES for any new adverse experience or if there is a change in intensity or cessation of an ongoing adverse experience.
If YES please record results in the Adverse Experience section at the back of the Case Report Form


CONCOMITANT MEDICATION

	[image: image570.wmf][image: image571.wmf]Please ask the patient the following question “Have there been any changes in your child’s medication since the last assessment?”

                                               Yes                   No

NOTE:

 Only tick YES for any new medication taken since Visit 4 or a cessation or change in dose of any current medication.

If YES please record results in Prior and Concomitant Medication section at the back of the Case Report Form


END OF STUDY – DAY 14

· PHYSICAL EXAMINATION

· PROMPT FOR

· PARASITOLOGY (BLOOD SLIDE)

· PCR (Suitably equipped centres only)

· HAEMATOLOGY *

· BIOCHEMISTRY *

· ADVERSE EVENTS

· CONCOMITANT MEDICATIONS

NOTES

If this is the last visit that the patient attended please complete the Study Conclusion form at the back of the Case Report Form

*  If there were abnormalities noted from the blood results on day 3 a repeat 
    sample may be required for analysis.
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SYMPTOM ASSESSMENT

	Temperature   
[image: image154.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image155.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image156.wmf]. 
[image: image157.wmf] oC      Method 
[image: image158.wmf] Axillary    
[image: image159.wmf] Oral    
[image: image160.wmf] Rectal  (tick one)

                                                                              please use the same method throughout the study

Please record presence of any of the following symptoms;

Headache 
[image: image161.wmf]  Dizziness 
[image: image162.wmf]  Nausea 
[image: image163.wmf]  Vomiting 
[image: image164.wmf]  Diarrhoea 
[image: image165.wmf]  Abdominal Pain
[image: image166.wmf]  Itching 
[image: image167.wmf]
Chills / Rigors 
[image: image168.wmf]   Jaundice 
[image: image169.wmf]      Others 
[image: image170.wmf]   SPECIFY __________________________________


LABORATORY EVALUATION

	Has a blood sample been obtained 

for haematology and biochemistry evaluation?                                         
[image: image171.wmf]   Yes           
[image: image172.wmf]  No

Has a blood sample been obtained for parasitology evaluation?               
[image: image173.wmf]   Yes           
[image: image174.wmf]  No

Has a filter paper been prepared for P.C.R.?                                              
[image: image175.wmf]   Yes           
[image: image176.wmf]  No

Results must be recorded in the Laboratory and Parasitology  sections at the back 

                                               of Case Record Form.


ADVERSE EXPERIENCES

	[image: image572.wmf][image: image573.wmf]Please ask the following question: “Has your child appeared or felt different in any way since the last assessment?”

                                               Yes                   No

NOTE:

 Only tick YES for any new adverse experience or if there is a change in intensity or cessation of an ongoing adverse experience.
If YES please record results in the Adverse Experience section at the back of the Case Report Form


CONCOMITANT MEDICATION

	[image: image574.wmf][image: image575.wmf]Please ask the patient the following question “Have there been any changes in your child’s medication since the last assessment?”

                                               Yes                   No

NOTE:

 Only tick YES for any new medication taken since Visit 5 or a cessation or change in dose of any current medication.

If YES please record results in Prior and Concomitant Medication section at the back of the Case Report Form


EXTRA VISITS

· PHYSICAL EXAMINATION

· PROMPT FOR

· PARASITOLOGY (BLOOD SLIDE)

· PCR

· HAEMATOLOGY *

· BIOCHEMISTRY *

· ADVERSE EVENTS

· CONCOMITANT MEDICATIONS

If this is the last visit that the patient attended please complete the Study Conclusion form at the back of the Case Report Form

*  If there were abnormalities noted from the blood results on day 3 a repeat 
    sample may be required for analysis.
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SYMPTOM ASSESSMENT

	Temperature   
[image: image177.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image178.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image179.wmf]. 
[image: image180.wmf] oC      Method 
[image: image181.wmf] Axillary    
[image: image182.wmf] Oral    
[image: image183.wmf] Rectal  (tick one)

                                                                              please use the same method throughout the study

Please record presence of any of the following symptoms;

Headache 
[image: image184.wmf]  Dizziness 
[image: image185.wmf]  Nausea 
[image: image186.wmf]  Vomiting 
[image: image187.wmf]  Diarrhoea 
[image: image188.wmf]  Abdominal Pain
[image: image189.wmf]  Itching 
[image: image190.wmf]
Chills / Rigors 
[image: image191.wmf]   Jaundice 
[image: image192.wmf]      Others 
[image: image193.wmf]   SPECIFY __________________________________


LABORATORY EVALUATION

	Has a blood sample been obtained 

for haematology and biochemistry evaluation?                                         
[image: image194.wmf]   Yes           
[image: image195.wmf]  No

Has a blood sample been obtained for parasitology evaluation?               
[image: image196.wmf]   Yes           
[image: image197.wmf]  No

Has a filter paper been prepared for P.C.R.?                                              
[image: image198.wmf]   Yes           
[image: image199.wmf]  No

Results must be recorded in the Laboratory and Parasitology  sections at the back 

                                               of Case Record Form.


ADVERSE EXPERIENCES

	[image: image576.wmf][image: image577.wmf]Please ask the following question: “Has your child appeared or felt different in any way since the last assessment?”

                                               Yes                   No

NOTE:

 Only tick YES for any new adverse experience or if there is a change in intensity or cessation of an ongoing adverse experience.
If YES please record results in the Adverse Experience section at the back of the Case Report Form


CONCOMITANT MEDICATION

	[image: image578.wmf][image: image579.wmf]Please ask the patient the following question “Have there been any changes in your child’s medication since the last assessment?”

                                               Yes                   No

NOTE:

 Only tick YES for any new medication taken since the last Visit or a cessation or change in dose of any current medication.

If YES please record results in Prior and Concomitant Medication section at the back of the Case Report Form
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SYMPTOM ASSESSMENT

	Temperature   
[image: image200.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image201.wmf]

EMBED MSDraw  \* MERGEFORMAT[image: image202.wmf]. 
[image: image203.wmf] oC      Method 
[image: image204.wmf] Axillary    
[image: image205.wmf] Oral    
[image: image206.wmf] Rectal  (tick one)

                                                                              please use the same method throughout the study

Please record presence of any of the following symptoms;

Headache 
[image: image207.wmf]  Dizziness 
[image: image208.wmf]  Nausea 
[image: image209.wmf]  Vomiting 
[image: image210.wmf]  Diarrhoea 
[image: image211.wmf]  Abdominal Pain
[image: image212.wmf]  Itching 
[image: image213.wmf]
Chills / Rigors 
[image: image214.wmf]   Jaundice 
[image: image215.wmf]      Others 
[image: image216.wmf]   SPECIFY __________________________________


LABORATORY EVALUATION

	Has a blood sample been obtained 

for haematology and biochemistry evaluation?                                         
[image: image217.wmf]   Yes           
[image: image218.wmf]  No
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Please ask the patient the following question “Have there been any changes in your child’s medication since the last assessment?”
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NOTE:
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If YES please record results in Prior and Concomitant Medication section at the back of the Case Report Form
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ADVERSE EXPERIENCES
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NOTE:
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CONCOMITANT MEDICATION
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CONCOMITANT MEDICATIONS

INSTRUCTIONS FOR COMPLETING THE

CONCOMITANT MEDICATION FORM

The generic name of the drug should be recorded for drugs with a single active ingredient and the trade name recorded for drugs with multiple active ingredients.

When entering details for the period of treatment only enter the ‘Start Date’ and either the ‘End Date’ if the treatment was finished or ‘Tick if ongoing’ if the treatment was not finished.
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Concomitant Medications

                                                                                                                                                                         Please tick  [image: image491.wmf] as appropriate
Has the patient taken any medication other than the study drug during the study?
   Yes       No

	
	
	
	Complete only one
	

	Medication
	Indication
	Start Date
	End Date
	Tick 

if On-going

	Example

Aspirin
	Headache
	0|3|J|u|l|9|8
	0|5|J|u|l|9|8
	

	1
	
	|   |   |   |   |   |
	|   |   |   |   |   |
	

	2
	
	|   |   |   |   |   |
	|   |   |   |   |   |
	

	3
	
	|   |   |   |   |   |
	|   |   |   |   |   |
	

	4
	
	|   |   |   |   |   |
	|   |   |   |   |   |
	

	5
	
	|   |   |   |   |   |
	|   |   |   |   |   |
	

	6
	
	|   |   |   |   |   |
	|   |   |   |   |   |
	

	7
	
	|   |   |   |   |   |
	|   |   |   |   |   |
	

	8
	
	|   |   |   |   |   |
	|   |   |   |   |   |
	

	9
	
	|   |   |   |   |   |
	|   |   |   |   |   |
	

	10
	
	|   |   |   |   |   |
	|   |   |   |   |   |
	

	11
	
	|   |   |   |   |   |
	|   |   |   |   |   |
	

	12
	
	|   |   |   |   |   |
	|   |   |   |   |   |
	

	13
	
	|   |   |   |   |   |
	|   |   |   |   |   |
	

	14
	
	|   |   |   |   |   |
	|   |   |   |   |   |
	

	15
	
	|   |   |   |   |   |
	|   |   |   |   |   |
	

	16
	
	|   |   |   |   |   |
	|   |   |   |   |   |
	


ADVERSE EXPERIENCES

ADVERSE EXPERIENCES

DEFINITIONS

	INTENSITY (Maximum)

Mild                       An event which is tolerated.

Moderate            An event sufficiently discomforting to interfere with daily activity.

Severe                An event which prevents normal everyday activities.



	RELATIONSHIP TO INVESTIGATIONAL STUDY PROCEDURES

Not related         The event is definitely not related to the test drug.

Unlikely             There are other more likely causes and the study procedures are not suspected as a  

                           cause.   

Suspected         A direct cause and effect relationship between the study procedures and the
(Reasonable       event has not been demonstrated but is possible or likely.
Possibility)

Probable            There probably is a direct cause and effect relationship between the event and the study

                            procedures.



	SERIOUS ADVERSE EXPERIENCE (Please specify reasons for considering the event to be serious by entering one or more code numbers as appropriate on the Adverse Experience form)

A serious adverse experience is any experience which:

· Is fatal

· Is life threatening

· Is permanently or temporarily disabling/incapacitating

· Results in hospitalisation

· Prolongs a hospital stay

· Is associated with congenital abnormality

· Is associated with cancer

· Is associated with overdose

In addition, any event which the investigator regards as serious or would suggest any significant hazard, contraindication, side effect or precaution that may be associated with use of the drug should be reported as a serious experience.

If a serious event occurs, please contact your study monitor by telephone immediately (within 24 hours).

	· Use each form for a maximum of two experiences.




PLEASE REMEMBER ALL QUESTIONS ON ADVERSE EXPERIENCES

FORM SHOULD BE COMPLETED

NON-SERIOUS ADVERSE EXPERIENCES
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Record any adverse experiences (using medical terminology) observed or elicited by the following direct question to the patient’s parent or guardian:  “Has your child appeared different in any way since starting treatment or since the last visit?” Provide the diagnosis not symptoms where possible.  One adverse experience per column.

If no adverse experiences please mark this box      and sign the form below.


Adverse experience.


   1.




     2.

(please print clearly)


Onset Date and Time.


(





      Day      Month   Year        24 Hr:min
           Day      Month   Year        24 Hr:min

End Date and Time.

(If ongoing please leave blank)

(





      Day      Month   Year        24 Hr:min
           Day      Month   Year        24 Hr:min


Outcome.





Resolved



Resolved








Ongoing



Ongoing

If patient died please inform sponsor


Died




Died

within 24 hrs and complete Form D.









Intermittent

No. of

Intermittent

No. of

Experience course.







episodes



episodes







Constant



Constant









Mild




Mild

Intensity (maximum).



Moderate



Moderate

Severe




Severe









None




None

Action Taken with Respect to


Dose reduced



Dose reduced

Investigational Drug.



Dose increased


Dose increased








Drug interrupted/restarted

Drug interrupted/restarted








Drug stopped



Drug stopped









Not related



Not related

Relationship to 




Unlikely



Unlikely

Investigational Drug.



Suspected



Suspected








Probable



Probable


Corrective Therapy If ‘Yes’, 


Yes

No


Yes

No

Record details in Concomitant 

Medication section.


Was the patient withdrawn due 


Yes

No


Yes

No
to this specific AE?


Investigator’s Signature    _____________________________________    Date _____________

NON-SERIOUS ADVERSE EXPERIENCES
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Record any adverse experiences (using medical terminology) observed or elicited by the following direct question to the patient’s parent or guardian:  “Has your child appeared different in any way since starting treatment or since the last visit?” Provide the diagnosis not symptoms where possible.  One adverse experience per column.


Adverse experience.


    3.




     4.

(please print clearly)


Onset Date and Time.


(





      Day      Month   Year        24 Hr:min
           Day      Month   Year        24 Hr:min

End Date and Time.

(If ongoing please leave blank)

(





      Day      Month   Year        24 Hr:min
           Day      Month   Year        24 Hr:min


Outcome.





Resolved



Resolved








Ongoing



Ongoing

If patient died please inform sponsor

Died




Died

within 24 hrs and complete Form D.









Intermittent

No. of

Intermittent

No. of

Experience course.







episodes



episodes







Constant



Constant









Mild




Mild

Intensity (maximum).



Moderate



Moderate

Severe




Severe









None




None

Action Taken with Respect to


Dose reduced



Dose reduced

Investigational Drug.



Dose increased


Dose increased








Drug interrupted/restarted

Drug interrupted/restarted








Drug stopped



Drug stopped









Not related



Not related

Relationship to 




Unlikely



Unlikely

Investigational Drug.



Suspected



Suspected








Probable



Probable


Corrective Therapy If ‘Yes’, 


Yes

No


Yes

No

Record details in Concomitant 

Medication section.


Was the patient withdrawn due 


Yes

No


Yes

No
to this specific AE?


Investigator’s Signature    _____________________________________    Date _____________

NON-SERIOUS ADVERSE EXPERIENCES
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Record any adverse experiences (using medical terminology) observed or elicited by the following direct question to the patient’s parent or guardian:  “Has your child appeared different in any way since starting treatment or since the last visit?” Provide the diagnosis not symptoms where possible.  One adverse experience per column.


Adverse experience.


    5.




     6.

(please print clearly)


Onset Date and Time.


(





      Day      Month   Year        24 Hr:min
           Day      Month   Year        24 Hr:min

End Date and Time.

(If ongoing please leave blank)

(





      Day      Month   Year        24 Hr:min
           Day      Month   Year        24 Hr:min


Outcome.





Resolved



Resolved








Ongoing



Ongoing

If patient died please inform sponsor


Died




Died

within 24 hrs and complete Form D.









Intermittent

No. of

Intermittent

No. of

Experience course.







episodes



episodes







Constant



Constant









Mild




Mild

Intensity (maximum).



Moderate



Moderate

Severe




Severe









None




None

Action Taken with Respect to


Dose reduced



Dose reduced

Investigational Drug.



Dose increased


Dose increased








Drug interrupted/restarted

Drug interrupted/restarted








Drug stopped



Drug stopped









Not related



Not related

Relationship to 




Unlikely



Unlikely

Investigational Drug.



Suspected



Suspected








Probable



Probable


Corrective Therapy If ‘Yes’, 


Yes

No


Yes

No

Record details in Concomitant 

Medication section.


Was the patient withdrawn due 


Yes

No


Yes

No
to this specific AE?


Investigator’s Signature    _____________________________________    Date _____________

SERIOUS ADVERSE EXPERIENCES

INSTRUCTIONS FOR REPORTING SERIOUS ADVERSE EXPERIENCES (SAE)

	SAE’s MUST BE REPORTED WITHIN 24

HOURS



	COMPLETE THE SAE PAGES

Please complete these pages as fully and accurately as possible in order to minimise the time you spend dealing with data queries.

If the SAE is still ongoing at the time of reporting, please leave ‘Experience Course’ blank and update it later.

SIGN AND DATE THE SAE PAGE

PLEASE ENSURE THAT ALL OF THE INFORMATION ON THE FOLLOWING CRF PAGES IS COMPLETE

· Demography

· Significant Medical/Surgical History and Physical Examination

· Study Medication Record

· Concomitant Medication

· Form D (if applicable)

PHOTOCOPY THE SAE PAGES AND THE CRF PAGES SPECIFIED ABOVE 

(Do not separate the NCR pages)

FAX A COPY OF THE SAE PAGES AND ALL THE CRF PAGES SPECIFIED ABOVE TO:

………………………………………………

If a photocopier OR fax is NOT available please telephone within 24 hours.




SERIOUS ADVERSE EXPERIENCE (SAE)
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Person Reporting SAE  ______________________________


Serious Adverse Experience.

    Specify reason(s) for considering
(please print clearly)








    this a serious AE.  Mark all that apply





















         1

fatal

  ……………………..






         2
 
life threatening











         3

disabling/incapacitating

Onset Date and Time.






         4
  
results in hospitalisation











 

(excluding elective surgery or

(




        Day      Month   Year        24 Hr:min
   

routine clinical procedures)

End Date and Time.






         5

hospitalisation prolonged

(If ongoing please leave blank)





         6

congenital abnormality

(




        Day      Month   Year        24 Hr:min
          7
   
cancer











        8
   
overdose

Outcome.



  1
Resolved


        9
   
Investigator considers serious 






  2
Ongoing



   
or a significant hazard, contra-

If patient died
, please

  3
Died





indication, side effect or

complete Form D.









precaution







  1
Intermittent

  No. of


Experience Course.






  episodes






  2
Constant











  1`
Mild






Intensity (maximum).

  2
Moderate










  3
Severe












  1
None




Did the SAE abate?

Yes
  No

Action Taken with Respect to
  2
Dose reduced



If study medication was interrupted,

Investigational Drug.

  3
Dose increased


stopped or dose reduced:





  4
Drug interrupted/restarted

Was study medication reintroduced






  5
Drug stopped



(or dose increased)?

Yes
   No












If yes, did SAE recur?
Yes
   No







  4
Not related


     
Assessment

Relationship to 


  3
Unlikely


     
The SAE is probably associated with:

Investigational Drug.

  2
Suspected



    Protocol design or procedures






  1
Probable



   (but not study drug)













Corrective Therapy If ‘Yes’, 

Yes

No


Please specify ____________________












Record details in Concomitant 






    Another condition (e.g. Condition 

Medication section.








     under study, inter-current illness)


Was the patient withdrawn due 

Yes

No


Please specify ____________________
to this specific SAE?







     Another drug












Please specify ____________________

Investigator’s Signature    _____________________________________    Date _____________

SERIOUS ADVERSE EXPERIENCE (SAE)






Page 17b


Relevant Laboratory Data

Please provide relevant abnormal laboratory data below

	Test
	Date
	Value
	Units
	Normal range

	
	|   |   |   |   |   |
	
	
	

	
	|   |   |   |   |   |
	
	
	

	
	|   |   |   |   |   |
	
	
	

	
	|   |   |   |   |   |
	
	
	


Remarks (Please provide a brief narrative description of the SAE, attaching extra pages e.g. Hospital discharge summary if necessary)












If applicable, was randomisation code broken at investigational site?

No

  Yes


Randomisation/Study Medication Number :


Investigator’s signature :  _________________________________________  
Date

(confirming that the above data are accurate and complete) 




      Day      Month   Year
Please PRINT name :        _________________________________________


Medical Monitor’s Signature  ___________________________________  
Date

(




      Day      Month   Year
Please PRINT name :        _________________________________________
DEATH FORM

Page 18

FORM D


Certified Cause of Death  ____________________________________________________


Date of Death





Please complete Adverse Experience section
(


   Day         Month          Year        

Was a post mortem performed?



No



Yes

Please summarise findings (including diagnosis):







Physician’s Signature  _____________________________________  Date  ____________

STUDY CONCLUSION












         Page 19

	STUDY CONCLUSION


	Did the patient complete the study as planned?



	

[image: image492.wmf]  Yes

[image: image493.wmf]  No


If 'No', mark the ONE most appropriate category

	

	

[image: image494.wmf]
1
Withdrawal of consent

	

	

[image: image495.wmf]
2
Deviation from protocol (including non-compliance)

	

	

[image: image496.wmf]
3
Lost to follow-up

	

	

[image: image497.wmf]
4
Lack of efficacy 

         
[image: image498.wmf]
         5
Termination by sponsor



	
	
	

	

[image: image499.wmf]
6
Other (give details):
	
	

	
	
	

	
	
	

	
	
	


	

	Date of Last Visit:

[image: image500.wmf] Day        Month       Year



	

	


I certify that I have reviewed the data on this case report form and that all the information is complete and accurate

	Investigator's Signature:
	
	Date:
	
[image: image501.wmf] 

Day        Month       Year

 




[image: image502.png]
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