Ward procedures: [Trial ID]
	General points

	Before all procedures check the volunteer’s wrist band for the correct study number/initials/date of birth against forms/tubes etc. Ideally ask volunteer to confirm his/her date of birth.
Initials have three fields e.g. if 3 parts to name = RDW or 2 parts to name = R-W
For date we use the convention DDMMMYYYY e.g. 10SEP2012. This prevents confusion with areas of the world that use a different ordering of day, month and year. 
For time we use a 24 hour clock e.g. 09:31 for 31 minutes past 9 in the morning, 15:05 for 5 minutes past 3 in the afternoon. NB Midnight is 00:00.
Record the exact time you do procedures, according to the ward clock. If any procedures are late (or early) relative to the scheduled time, write a comment to explain why in the source.
Always initial any entries made in the source document to indicate that you completed the procedure. Please initial and date any corrections or comments made in the source document.

	Weight

	The volunteer must remove his/her shoes and all heavy items of clothing or items in pockets before being weighed.
Ensure the scale reads ‘zero’ before weighing the patient if not digital. Use the same scale for all volunteers at all time-points during the study or make a note if different.
Record the weight to one decimal place directly into the source document.
Calculate the BMI using the height measured at screening:

 	(For example, if the volunteer weighs 60 kg and is 170 cm tall, his BMI is: 60/(1.7x1.7) = 20.8 kg/m2.)

Record the BMI to one decimal place directly into the source document.
Inform doctor immediately if:
· 	Weight ≤50 kg
· 	BMI <18 or >30 kg/m2

	ECGs

	The volunteer must rest for 10 minutes in the supine position before recording ECGs. Record the time of start of supine rest in the source.
Apply the ECGs electrodes and leads according to the instructions on the ECG machines.
Enter the volunteer and time-point identification details according to the instructions. 
The volunteer must rest for at least 1 minute between ECGs (triplicate ECGs). Be careful to have a whole minute in-between.
Inform a doctor immediately if:
· 	Heart rate <40 or >100 beats per min
· 	PR <100 or >220 msec
· 	QRS >110 msec
· 	QT >500 msec
· 	QTcF >450 mec (men) or >470 msec (women) OR >60 msec increase from baseline (see individual value at foot of volunteer’s bed)

If recording is delayed, do not compromise this volunteer’s PK sampling or the next volunteer’s procedures. Call for help.
Record the start of the ECG in the source (first one if triplicate).
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	Vital signs

	The volunteer must rest for at least 10 minutes in the supine position before measuring vitals in same position (heart rate, blood pressure and temperature, when required).
Record the vital signs directly into the source document with a note to explain any delay.
Inform a doctor immediately if:
· 	Heart rate <40 or >100 beats per min
· 	Systolic blood pressure <100 or >145 mmHg
· 	Diastolic blood pressure <50 or >85 mmHg
· 	Temperature >37.5 oC

	PK blood sampling

	Check that the tube is labelled with the correct time-point and volunteer’s study number.
Collect 1 (Periods 1 and 3, & D42 of period 2) or 2 x 4 mL blood (Period 2 up to D35) into lithium heparin (green-top) tubes on wet ice for about 5 minutes. 
When collecting 2 samples, use the tube labelled with a black dot first.
Record the time of the end of sampling (whether 1 or 2 tubes) in the source with a comment to explain delay. 
If the 2nd sample is finished > 1 minute after the 1st, write the time of the 2nd sample in the comment too.
If you have to use a spare tube, make sure it is correctly marked with study number, period and time-point. E.g. A02-P1-10 is the 10th PK sample of the second participant in cohort A, Period 1.
Place the tube on ice, and hand to the lab runner for immediate transport to the lab. Do not enter the lab, hand samples through the doorway.
If sampling is delayed, do not compromise the next volunteer’s PK sample. Call for help.

	Safety blood sampling

	Check that you have the correct tubes for the time-point and they are correctly labelled as per study number and time-point
Collect blood into the tubes in this order: yellow → purple → grey.
Record the time of sampling directly into the source document/requisition form.
Complete and sign the lab request form, and hand the sample and form to the lab runner.

	Urine sampling

	Ask the volunteer to provide a mid-stream urine sample – escort them to the bathroom (especially important for drugs of abuse screens).
Check that the container is labelled with the time-point and the subject number.
Record the time of sampling directly into the source document.
Complete and sign the lab request form.

	Dosing

	One person will dose and another will check the dose is given correctly. The entire dose - milk, [IP], water (and [tablet] tablet(s) for period 2) - should be consumed in 1-2 minutes.
Ask the participant to sit up to take the dose.
Period 1: give the 200mLs milk, then the 190 mLs [IP]. Rinse the cup with the 50mLs water and give to the participant
Period 2, give as above, but give the required number of [tablet(s)] with the milk
Use the spatula to check tablet has been swallowed. Record the start and finish time of the entire dose in the source. Only adjust the PK profile times should the finish time of the entire dose go beyond the 2 minute window.
Make a note of any spontaneously reported remarks about taste.



