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Assignment	All	data	generated	or	collected	should	be	allocated	to		person	who	generates	the	data.	Original	data,	sometimes	referred	to	as	source	data	or	primary	data,	is	the	medium	in	which	the	data	point	is	first	recorded.	This	data	is	then	transferred	to	the	approved	protocol	or	form.	For	example:	GDP	will	always	promote	the	use	of	indel	ink	when
completing	records.	Timestamps	must	flow	in	order	of	execution	in	order	for	the	data	to	be	credible.	µ	Questions	Finally,	here	are	some	common	examples	where	ALCOA	is	not	used	resulting	in	document	and	data	integrity	issues:	It	is	very	common	to	see	the	data	quickly	being	annotated	on	a	sticky	note	or	on	a	notebook	during	testing.	Editing	should
not	be	performed	without	documenting	and	annotating	the	amendments.	Data	should	never	be	retroactively	dated.	It	​	important	to	understand	where	your	original	data	will	be	generated	so	that	your	content	and	meaning	are	preserved.	For	example:	if	a	validation	protocol	is	run,	the	tests	must	be	run	and	their	results	recorded	as	they	are	in	the
approved	protocol.	This	ensures	that	the	registration	is	still	valid.	It	does	so,	whether	it	is	a	³	result	or	a	validation	exercise,	which	means	that	the	data	are	no	longer	original,	present	in	detail	and	potentially	inaccurate.	Data	integrity,	quality	measurement,	continuous	product	quality	review	and	other	hot	industry	³	will	be	discussed	in	detail	in	this
year's	Valid³rum	and	GMP	Fan.	Other	posts	and	presentations	µ	Data	Integrity	You	can	read	more	about	Data	Integrity	in	a	presentation	that	our	expert	Trevor	Schoerie	did	at	a	PDA	dinner	about​	Success	by	Design​.	Monitor	your	paper	records/forms	and	format	them	so	that	there	is	ample	room	for	the	information	to	be	recorded.	The	adjustment	of
an	adjustment	point	Process	or	monitoring	system	must	be	done	by	an	authorized	user	and	the	details	of	the	change	must	be	recorded	on	an	audit	lane.	This	includes	the	of	human	leg	metadata	which	may	be	recorded	to	support	an	electronic	record.	This	can	be	an	approved	database,	protocol	or	form,	or	a	dedicated	µ	block.	All	recorded	data	must	be
leg-level	and	permanent.	Ensuring	that	records	are	legible	and	permanent	helps	with	accessibility	throughout	the	data	lifecycle.	Place	controls/checking	on	manual	data	entry,	for	example,	sÃ³	temperature	results	can	be	entered	within	a	predefined	range	from	0	to	100Ã​Â°C.	Embed	µprecision	checks	in	the	design	of	the	electronic	system.	For
example:	During	a	validation	exercise,	the	test	results	shall	be	initialed	and	dated	by	the	person	who	performs	the	test.	For	example:	Use	a	witness	check	for	the	collection	of	color	records	to	confirm	the	accuracy	of	the	data.	ALCOA	is	concerned	with	data,	whether	on	paper	or	electronically,	and	is	defined	by	the	US	FDA	guidance	as	Attributable,
Legible,	Contemporary,	Original	and	Accurate.	Note:	It	is	​	important	to	ensure	that	a	register	of	signatures	is	kept	in	order	to	identify	the	signatures,	initials	and/or	pseudonyms	of	the	persons	completing	the	paper	records.	When	running		information	It	is	not	common	to	see	the	old	data	scribbled,	overwritten	or	removed	using	the	running	fluid	and
sometimes	without	an	initial	and	date	of	who	ran	the	run.	Recorded	data	or	tests	performed	electronically	shall	have	a	timestamp	attached	to	the	record.	Writing	results	to	a	µ	annotation	block	for	later	transcription	may	introduce	errors.	Consider	how	to	capture	data	electronically	and	verify	its	accuracy.	For	example:	Ensure	that	the	validation	test
results	are	logged	in	the	approved	protocol.	Ensure	that	the	³	of	electronic	systems	recording	data	are	synchronized.	Consider	using	a	master	clock	that	synchronizes	with	the	IT	network	so	that	the	wall	clocks	in	labors	and	processing	machines	are	synchronized.	Contemporary	Contemporary	means	to	record	the	result,	measurement,	or	data	at	the
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