Form AD05.10_Source medical
notes template


	Date Day 0
dd/mmm/yyyy

	



	Screening number


	

	

	

	Time informed consent signed
	Notes on questions asked/answered
	

	         hh:     mm
	
	

	Gender
	Male


(
	Female


(

	If female, known to be pregnant/breastfeeding
	Yes


(
	No


(

	If female, currently menstruating
	Yes


(
	No


(

	Malaria rapid test time 
	             hh:         mm
	Positive
  (
	Negative  (
	Batch no.
	

	Weight
	 kg
	Temperature [specify type]
	ºC

	Pulse rate
	per minute
	Respiratory rate
	per minute

	Blood pressure
	    /
   mmHg
	If female, pregnancy test result
	Positive
  (
	Negative  (


[Relevant exclusion criteria (e.g. do not do any more tests if: Age < 1 years, weight < 5kg, pregnant, breastfeeding]
	Medical history diagnoses/symptoms
	Date started

dd/mmm/yyyy
	Date stopped/duration*
dd/mmm/yyyy

	Malaria-related
	Severity (mild, mod, sev)
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Other conditions, surgeries or allergies

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


*complete when known, even at a later visit, or write ‘ongoing' if still there at the end of the study
	Physical examination notes

	


	Medication history

	Has the patient taken any anti-malarial medication in the past 4 weeks?
	Yes (


No (

	Has the patient taken any other medication in the past 7 days?
	Yes (


No (


Write all medications in the past 7 days (anti-malarials in the past 4 weeks) in the relevant section on the last page. 
Ask investigator advice about whether patient can go into the trial if necessary
Samples
	Test
	No. of drops
	Volume (uL)
	Time when done

	Malaria smears*
	4
	20
	             hh:         mm

	Dried blood spots
	3
	15
	             hh:         mm

	Finger prick haemoglobin
	Result

g/dL
	
	            hh:        mm


*Thick and thin in duplicate
	Study drug dosing [name]

	Batch/lot number
	
	Total no. tablets prescribed
	

	No. tablets given for dose 1
	
	Time of dose 1
	             hh:         mm

	Describe food/milk (if any)
	

	Vomiting within 30/60 mins?

If Y, record as AE on last page
	Y / N
	Re dose?
	Y/N
	Time of re-dose?
	     hh:     mm
	1/2 or 1 dose?
	

	Signature/date of dispenser
	
	Signature/date of QC person
	


Eligibility check for enrolment (any check in shaded area = not eligible for trial) [adapt as per protocol]
	
	Yes
	No

	Do not enrol if ‘no’
	
	

	RDT positive
	
	

	Age > 2 years, weight > 10kg 
	
	

	Prescribed artemether-lumefantrine according to standard practice
	
	

	Informed consent/assent in children aged 7 and above 

(GIVE COPY TO TAKE HOME)
	
	

	Intention to remain in area for next 6 weeks
	
	

	Do not enrol if ‘yes’
	
	

	Symptoms of severe illness/danger signs (check reference card)
	
	

	Known allergy to study drug(s)
	
	

	History of haemolysis, rheumatoid arthritis, lupus erythematosus or cardiac disease 
	
	

	Taking contra-indicated/prohibited medicines as per protocol
	
	

	Hb < 7 g/dL
	
	

	Pregnant or breastfeeding
	
	

	Taken other anti-malarials (apart from the artemether-lumefantrine needed today) in the past 4 weeks
	
	


If eligible to be enrolled (i.e. to continue with study) complete following before patient leaves:
	Remind patient to report changes in health experienced during the study
	Done  (

	Complete diary/appointment card with clinic details and patient’s name, and explain how to use it
	Done  (


__________________________________
_____________________
Signature field worker/nurse



Date

__________________________________
_____________________

Signature investigator




Date

	Date day 3
	
	
	Screening number 
	

	
	
	
	

	Tympanic temperature
	ºC
	Blood pressure
	    /
   mmHg

	Pulse rate
	per minute
	Respiratory rate
	per minute


	Physical examination and details of any change in health, use of other medicines

	


[Add relevant exclusion criteria this point]

Samples

	Test
	No. of drops
	Volume (uL)
	Time when done

	Malaria smears*
	4
	20
	             hh:         mm

	Dried blood spots
	3
	15
	             hh:         mm

	Finger prick haemoglobin
	Result

g/dL
	
	            hh:        mm


*Thick and thin in duplicate

	Has patient had any adverse events
	Yes ( (fill in last page)

	No (

	Has patient taken or been prescribed other meds
	Yes ( (fill in last page)

	No (

	Is there any reason to withdraw from trial?
	Yes ( (fill in last page)

	No (


* Ask general question about health and specifically about [as per protocol]
	Study drug dosing (if relevant as per protocol)

	
	Time of dose
	Food/drink
	
	Time of dose
	Food/drink

	
	Dose 2

	          hh:        mm
	

	Dose 3
	          hh:        mm
	
	Dose 4
	          hh:        mm
	

	Dose 5
	          hh:        mm
	
	Dose 6
	          hh:        mm
	

	No tablets in packet
	
	Reason for discrepancy with anticipated

	Any doses vomited in 60 mins?
	Y/N
	If Y, indicate which dose(s) & record as AE on last page
	

	Which doses were observed (if any)
	


_______________________
_______________

_______________________
_______________
Signature field worker/nurse

Date


      Signature investigator

Date

	Date day 7
	
	
	Screening number 
	

	
	
	
	

	Tympanic temperature
	ºC
	Blood pressure
	    /
   mmHg

	Pulse rate
	per minute
	Respiratory rate
	per minute


	Physical examination and details of any change in health, use of other medicines

	


Samples

	Test
	No. of drops
	Volume (uL)
	Time when done

	Malaria smears*
	4
	20
	             hh:         mm

	Dried blood spots
	3
	15
	             hh:         mm

	Extra Day 7 dried blood spots for PK sample
	3
	50
	             hh:         mm

	Finger prick haemoglobin
	Result

g/dL
	
	            hh:        mm


*Thick and thin in duplicate

	Has patient had any adverse events
	Yes ( (fill in last page)

	No (

	Has patient taken or been prescribed other meds
	Yes ( (fill in last page)

	No (

	Is there any reason to withdraw from trial?
	Yes ( (fill in last page)

	No (


* Ask general question about health and specifically about [as per protocol]
_______________________
_______________

_______________________
_______________

Signature field worker/nurse

Date


      Signature investigator

Date

	Date day 14
	
	
	Screening number 
	

	
	
	
	

	Tympanic temperature
	ºC
	Blood pressure
	    /
   mmHg

	Pulse rate
	per minute
	Respiratory rate
	per minute


	Physical examination and details of any change in health, use of other medicines

	


Samples

	Test
	No. of drops
	Volume (uL)
	Time when done

	Malaria smears*
	4
	20
	             hh:         mm

	Dried blood spots
	3
	15
	             hh:         mm

	Finger prick haemoglobin
	Result

g/dL
	
	            hh:        mm


*Thick and thin in duplicate

	Has patient had any adverse events
	Yes ( (fill in last page)

	No (

	Has patient taken or been prescribed other meds
	Yes ( (fill in last page)

	No (

	Is there any reason to withdraw from trial?
	Yes ( (fill in last page)

	No (


* Ask general question about health and specifically about [as per protocol]
_______________________
_______________

_______________________
_______________

Signature field worker/nurse

Date


      Signature investigator

Date

	Date day 28
	
	
	Screening number 
	

	
	
	
	

	Tympanic temperature
	ºC
	Blood pressure
	    /
   mmHg

	Pulse rate
	per minute
	Respiratory rate
	per minute


	Physical examination and details of any change in health, use of other medicines

	


Samples

	Test
	No. of drops
	Volume (uL)
	Time when done

	Malaria smears*
	4
	20
	             hh:         mm

	Dried blood spots
	3
	15
	             hh:         mm

	Finger prick haemoglobin
	Result

g/dL
	
	            hh:        mm


*Thick and thin in duplicate

	Has patient had any adverse events
	Yes ( (fill in last page)

	No (

	Has patient taken or been prescribed other meds
	Yes ( (fill in last page)

	No (

	Is there any reason to withdraw from trial?
	Yes ( (fill in last page)

	No (


* Ask general question about health and specifically about [as per protocol]
_______________________
_______________

_______________________
_______________

Signature field worker/nurse

Date


      Signature investigator

Date

	Date day 42/withdrawal
	
	
	Screening number 
	

	
	
	
	

	Tympanic temperature
	ºC
	Blood pressure
	    /
   mmHg

	Pulse rate
	per minute
	Respiratory rate
	per minute


	Physical examination and details of any change in health, use of other medicines

	


Samples

	Test
	No. of drops
	Volume (uL)
	Time when done

	Malaria smears*
	4
	20
	             hh:         mm

	Dried blood spots
	3
	15
	             hh:         mm

	Finger prick haemoglobin
	Result

g/dL
	
	            hh:        mm


*Thick and thin in duplicate

	Has patient had any adverse events
	Yes ( (fill in last page)

	No (

	Has patient taken or been prescribed other meds
	Yes ( (fill in last page)

	No (

	Is there any reason to withdraw from trial?
	Yes ( (fill in last page)

	No (


* Ask general question about health and specifically about [as per protocol]
	Malaria outcome definitions

	( Early treatment failure
	Danger signs* or severe malaria*  either day 1, 2 or 3 with parasites 

Parasites day 2 > day 0
Parasites day 3 with fever
Parasites day 3 ≥ 25% day 0

	( Late clinical failure
	Danger signs or severe malaria with parasites any day from 4 to 42
Parasites any day from day 4 to 42 with fever or history of fever

	( Late parasitological failure
	Parasites any day from day 7 to day 42 and no fever

	Reason for withdrawal if applicable (follow up PATIENT for safety reasonS)

	( Adverse event/serious adverse event

( Lost to follow up/ patient or patient’s guardian request

( Protocol deviation/violation

( Other __________________________________________________________________________

	Last contact with patient and status of malaria/health if withdrawn/hospitalised:




* CHECK REFERENCE CARD
_______________________
_______________

_______________________
_______________

Signature field worker/nurse

Date


      Signature investigator

Date

	
	
	Screening number
	

	
	
	

	Medications within 7 days of study start (6 weeks anti-malarials) and during study

	Name
	Date started
	Date stopped
	Dose*
	Route**
	What used for

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


*Give enough to work out total daily dose (e.g. 15mg per day or 5mg 3 times/day)  ** By mouth, injection etc.
	Adverse events (AEs) since Day 0

	Description (diagnosis/symptom)
	Date started
	Date stopped or ongoing
	Severity
	Serious 
	Medication
	Causality

	
	
	
	1 / 2 / 3
	Y / N
	Y / N
	

	
	
	
	1 / 2 / 3
	Y / N
	Y / N
	

	
	
	
	1 / 2 / 3
	Y / N
	Y / N
	

	
	
	
	1 / 2 / 3
	Y / N
	Y / N
	

	
	
	
	1 / 2 / 3
	Y / N
	Y / N
	

	
	
	
	1 / 2 / 3
	Y / N
	Y / N
	

	
	
	
	1 / 2 / 3
	Y / N
	Y / N
	

	
	
	
	1 / 2 / 3
	Y / N
	Y / N
	

	
	
	
	1 / 2 / 3
	Y / N
	Y / N
	

	
	
	
	1 / 2 / 3
	Y / N
	Y / N
	

	
	
	
	1 / 2 / 3
	Y / N
	Y / N
	

	
	
	
	1 / 2 / 3
	Y / N
	Y / N
	

	
	
	
	1 / 2 / 3
	Y / N
	Y / N
	

	
	
	
	1 / 2 / 3
	Y / N
	Y / N
	


Severity [adapt as per protocol]
	
	All AEs except fever
	Fever (by ear)

	Mild (1)
	Easily tolerated symptoms that do not interfere with usual daily activity 
	 37.5 - 38.0°C (38.1 to 38.6)

	Moderate (2)
	Discomfort that interferes with or limits usual daily activity
	> 38.6 to 39.6.0°C 

	Severe (3)
	Disabling, with subsequent inability to perform usual daily activity, resulting in absence or required bed rest
	> 39.6.0°C


Serious = Y

	Death

	Life-threatening

	Hospitalisation or prolongation of existing hospitalisation

	Persistent or significant disability or incapacity

	Congenital anomaly/birth defect

	Study-specific AEs of special interest to be reported as SAE


_______________________
_______________

_______________________
_______________

Signature field worker/nurse

Date


      Signature investigator

Date

	Extra notes
	
	Screening number 
	


	





Patient name: ______________________________________	Initials: ___|___|___  





Date of birth (dd/mmm/yyyy): ______/______/______ or age (years/months) ______/______





Country of origin: _______________________________	Occupation: ____________________________





Current residence: _______________________________________________________________________	





Travel history: __________________________________________________________________________





Contact details: ___________________��������������������������������������������______________________________________________________	





Next of kin name/contact: ________________________________________________________________	











Malaria efficacy source/medical notes_Version/date

