ລາຍການກວດສອບລະບົບບໍລິຫານຈັດການດ້ານຄຸນນະພາບ (Audit Checklist (ISO 13485:2003/ISO 9001:2000))

	Q#
	ເນື້ອໃນລາຍການກວດສອບ
	ຕົວຢ່າງຄໍາຖາມການກວດສອບ
	ຫຼັກຖານ

	
	4 ລະບົບບໍລິຫານຈັດການຄຸນນະພາບ (Quality management system)
	

	
	4.1 ຂໍ້ກໍານົດທົ່ວໄປ (General requirements)
	

	4.1.1
	ອົງກອນໄດ້ສ້າງເອກະສານ, ຈັດຕັ້ງປະຕິບັດ ແລະ ຮັກສາລະລະບົບບໍລິຫານຈັດການດ້ານຄຸນນະພາບ (GMS)  ແລະ ຮັກສາ (ປັບປຸງຢ່າງຕໍ່ເນື່ອງ); ປະສິດທິພາບຕາມຂໍ້ກໍານົດຂອງມາດຕະຖານສາກົນ
	ອົງການຕ້ອງສ້າງ, ຈັດຕັ້ງປະຕິບັດ ແລະ ຮັກສາ QMS (ປັບປຸງຢ່າງຕໍ່ເນື່ອງ) ປະສິດທິພາບຕາມຕາມມາດຕະຖານ 9001/13485? ຄໍາຖາມຕ່າງໆ ຢູ່ໃນຂໍ້ 4.1 ຈະໄດ້ຮັບການກວດສອບທັງໝົດ.
	

	4.1.2
	ອົງກອນຕ້ອງມີ ກ). ການລະບຸຂັ້ນຕອນຕ່າງໆ ທີ່ຈໍາເປັນສໍາລັບລະບົບບໍລິຫານຈັດການຄຸນນະພາບ ແລະ ນໍາໃຊ້ພວກມັນ ທົ່ວທັງອົງກອນ (ເບິ່ງ 1.2), 

	ອົງກອນໄດ້ລະບຸຂະບວນການຕ່າງໆ ທີ່ຈໍາເປັນ ສໍາລັບ QMS ແລະ ພວກມັນໄດ້ຮັບການນໍາໃຊ້ທົ່ວທັງອົງກອນ? (ເບິ່ງຂໍ້ 4.2.2)
	

	4.1q2b
	ອົງກອນຈະຕ້ອງ  ຂ). ກໍານົດລໍາດັບ ແລະ ປະສົມປະສານ ຂະບວນການຕ່າງໆເຫຼົ່ານີ້.
	ອົງກອນໄດ້ກໍານົດລໍາດັບ ແລະ ປະສົມປະສານຂອງຂະບວນການ QMS ? (ເບິ່ງ ຂໍ້ 4.2.2)
	

	4.1q2c
	ອົງກອນຈະຕ້ອງ  ຄ).​ ກໍານົດມາດຖານເງື່ອນໄຂ ແລະ ວິທີການທີ່ຈໍາເປັນ ເພື່ອຮັບປະກັນວ່າທັງການປະຕິບັດງານ ແລະ ການຄວບຄຸມຂອງຂະບວນການເຫຼົ່ານີ້ ແມ່ນມີປະສິດທິພາບ.
	ມາດຖານເງື່ອນໄຂ ແລະ ວິທີການອັນໃດທີ່ ອົງກອນ ໃຊ້ ເພື່ອຮັບປະກັນວ່າການປະຕິບັດງານ ແລະ ການຄວບຄຸມ ມີປະສິດທິພາບ?
	

	4.1q2d
	ອົງກອນຕ້ອງ ງ). ຮັບປະກັນໃຫ້ມີຊັບພະຍາກອນ ແລະ ຂໍ້ມູນຂາວສານທີ່ຈໍາເປັນ ເພື່ອສະໜັບສະໜູນການປະຕິບັດງານ ແລະ ການຕິດຕາມຂະບວນການຕ່າງໆ ເຫຼົ່ານີ້,
	ອົງກອນໄດ້ຈັດໃຫ້ມີຊັບພະຍາກອນ ແລະ ຂໍ້ມູນທີ່ຈໍາເປັນເພື່ອສະໜັບສະໜູນການປະຕິບັດງານ ແລະ ການຕິດຕາມ ຂະບວນການ QMS (ເບິ່ງໝວດທີ 6)
	

	4.1q2e
	ອົງກອນຕ້ອງ ຈ). ຕິດຕາມ, ວັດແທກຜົນ ແລະ ວິເຄາະ ຂະບວນການເຫຼົ່ານີ້ ແລະ 
	ອົງກອນຕິດຕາມ, ວັດແທກ ແລະ ວິເຄາະຂະບວນການ QMS ຄືແນວໃດ? (ເບິ່ງໝວດທີ 8)


	

	4.1q2f
	ອົງກອນຕອງ ສ). ດໍາເນີນມາດຕະການທີ່ຈໍາເປັນເພື່ອໃຫ້ບັນລຸຕາມແຜນທີ່ໄດ້ກໍານົດ ແລະ ຮັກສາປະສິດທິຜົນ (ການປັບປຸງຢ່າງຕໍ່ເນື່ອງ) ກ່ຽວກັບຂະບວນການເຫຼົ່ານີ້. 
	ອົງກອນຈະດໍາເນີນມາດຕະການທີ່ຈໍາເປັນ ຄືແນວໃດ ເພື່ອໃຫ້ບັນລຸໝາກຜົນຕາມແຜນທີ່ໄດ້ກໍານົດ ແລະ ຮັກສາປະສິດທິຜົນ (ການປັບປຸງຢ່າງຕໍ່ເນື່ອງ) ກ່ຽວກັບຂະບວນການທີ່ສໍາເປັນສໍາລັບ QMS? 
	

	4.1q3
	ຂະບວນການເຫຼົ່ານີ້ ຕ້ອງໄດ້ຮັບການຈັດການໂດຍອົງກອນ ສອດຄ່ອງຕາມຂໍ້ກໍານົດຂອງມາດຕະຖານສາກົນນີ້.
	ຂະບວນການຕ່າງໆ ສໍາລັບ QMS ໄດ້ຮັບການຈັດການໂດຍອົງກອນ ສອດຄ່ອງຕາມຂໍ້ກໍານົດ ຂອງ ISO 9001:2000?
	

	4.1q4
	ໃນກໍລະນີທີ່ອົງກອນ ເລືອກທີ່ຈະຈ້າງຂະບວນໃດໆ  (outsource) ທີ່ມີຜົນກະທົບຕໍ່ການປະຕິບັດຕາມຂໍ້ກໍານົດຂອງຜະລິດຕະພັນ, ອົງກອນຕ້ອງຮັບປະກັນວ່າຈະມີການຄວບຄຸມຂະບວນການດັ່ງກ່າວ
	ເມື່ອອົງກອນຈ້າງຂະບວນການໃດໆ ທີ່ມີຜົນກະທົບກັບການປະຕິບັດຕາມຂໍ້ກໍານົດຂອງຜະລິດຕະພັນ, ຈະມີການຄວບຄຸມຂະບວນການດັ່ງກ່າວຄືແນວໃດ? (ເບິ່ງ 7.4). 
	

	4.1q5
	ການຄວບຄຸມ ຂະບວນການທີ່ຈ້າງນັ້ນ ຕ້ອງກໍາລະບຸພາຍໃນລະບົບບໍລິຫານຈັດການຄຸນນະພາບ. (ເບິ່ງຂໍ້ 8.5.1) 
	ຖ້າມີການຄວບຄຸມຂະບວນການ ທາງນອກ ທີ່ສົ່ງຜົນກະທົບຕໍ່ການປະຕິບັດຕາມຂໍ້ກໍານົດ ໄດ້ລະບຸພາຍໃນ QMS? (ເບິ່ງ 7.4) 
	

	
	ໝາຍເຫດ: ຂະບວນການທີ່ຈໍາເປັນ ສໍາລັບ ລະບົບບໍລິຫານຈັດການຄຸນນະພາບ ທີ່ກ່າວຂ້າງເທິງ ລວມເອົາຂະບວນການຕ່າງໆ ສໍາລັບກິດຈະກໍາບໍລິຫານ, ການຈັດຫາຊັບພະຍາກອນ, ການຮັບຮູ້ຜະລິດຕະພັນ ແລະ ການວັດຕ່າງໆ. 
	

	
	4.2 ຂໍ້ກໍານົດດ້ານເອກະສານ (Documentation requirements)
	

	
	4.2.1 General
	

	4.2.1q1a
	ເອກະສານລະບົບບໍລິຫານຈັດການຄຸນນະພາບປະກອບມີ: 
ກ. ຄໍາຖະແຫຼງທີ່ເປັນເອກະສານ ກ່ຽວກັບນະໂຍຄຸນນະພາບ ແລະ ຈຸດປະສົງທາງດ້ນຄຸນະພາບ.​
ຂ. ຄູ່ມືຄຸນນະພາບ
ຄ. ຂັ້ນຕອນປະຕິບັດທີ່ເປັນເອກະສານ ເຊິ່ງກໍານົດໂດຍມາດຕະຖານສາກົນ.
ງ. ເອກະສານທີ່ອົງກອນ ຕ້ອງການ ເພື່ອຮັບປະກັນການວາງແຜນ, ການປະຕິບັດງານ ແລະ ການຄວບຄຸມຂະບວນການຕ່າງໆ ທີ່ມີປະສິດທິພາບ ແລະ 
ຈ. ບັນທຶກຕ່າງໆ ທີ່ອົງກອນ ກໍານົດໂດຍມາດຕະຖານສາກົນ (ເບິ່ງຂໍ້ 4.2.4).
ສ. ເອກະສານອື່ນໆ ທີ່ໄດ້ກໍານົດ ໂດຍລະບຽບການ ຂອງປະເທດ ຫຼື ຂົງເຂດ 
	ກ. ອົງການມີຂໍ້ຄວາມຖະແຫຼງທີ່ເປັນລາຍລັກອັກສອນ ກ່ຽວກັບນະໂຍບາຍຄຸນນະພາບ ແລະ ວັດຖຸປະສົງດ້ານຄຸນນະພາບ? ເບິ່ງຂໍ້ (5.3, 5.4.1) 
ຂ.​ ອົງກອນມີຄູ່ມືຄຸນນະພາບ?
ຄ. ອົງກອນມີຂັ້ນຕອນການປະຕິບັດທີ່ເປັນລາຍລັກອັກສອນ ເຊິ່ງກໍານົດໂດຍ ISO 9001:2000/ 13485:2003? 

ງ. ມີເອກະສານພຽງພໍ ເພື່ອໃຫ້ແນ່ໃຈວ່າ ການວາງແຜນ, ການປະຕິບັດງານ, ແລະ ການຄວບຄຸມ ຂອງຂະບວນການທີ່ມີປະສິດທິພາບ ຂອງຂະບວນການຂອງອົງກອນ? 
ຈ. ເອກະສານປະກອບມີ ເອກະສານການບັນທຶກຕ່າງໆ ທີ່ກໍານົດໂດຍ ISO 9001:2000?

ສ. ມີເອກະສານອື່ນໆ ທີ່ ກໍານົດໂດຍລະບຽບການຕ່າງໆທີ່ກ່ຽວຂ້ອງ?
	

	
	ຖ້າມາດຕະຖາສາກົນນີ້ ໄດ້ລະບຸວ່າ ຂໍ້ກໍານົດ, ຂັ້ນຕອນປະຕິບັດ, ກິດຈະກໍາ ຫຼື ຂໍ້ຕົກລົງສະເພາະ ແມ່ນ“ເຮັດເປັນເອກະສານ”, ຈະຕ້ອງໄດ້ຈັດຕັ້ງປະຕິບັດ ແລະ ຈະຕ້ອງຄົງໄວ້. 
	(ກວດສອບລະຫວ່າງການກວດກາ)
	

	
	ສໍາລັບອຸປະກອນການແພດແຕ່ລະປະເພດ ຫຼື ອຸປະກອນການແພດ ແຕ່ລະລຸ້ນ, ອົງກອນຕ້ອງສ້າງ ແລະ ຮັກສາຟາຍເອກະສານ  ທີ່ປະກອນ ຫຼື ລະບຸເອກະສານ ກຽວກັບ ຂອບເຂດມາດຕະຖານສະເພາະ (specifications)  ແລະ ຂໍ້ກໍານົດລະບົບບໍລິຫານຈັດການຄຸນນະພາບ (management system requirements) (ເບິ່ງ 4.2.3). 
	ທ່ານສາມາດໃຫ້ຂ້ອຍເບິ່ງໄຟເອກະສານ ສໍາລັບແຕ່ລະປະເພດ ຫຼື ແຕ່ລະລຸ້ນຂອງອຸປະກອນການແພດ ເຊິ່ງປະກອບ ຫຼື ລະບຸ ເອກະສານກ່ຽວກັບຂອບເຂດມາດຕະຖານ ແລະ ຂໍ້ກໍານົດ QMS ?
	

	
	ເອກະສານເຫຼົ່ານີ້ ຕ້ອງກໍານົດຂະບວນການຜະລິດທີ່ສົມບູນ ແລະ ການຕິດຕັ້ງ, ການບໍລິການ ຖ້າຫາກມີ.
	(ກວດສອບຄືນເອກະສານຕ່າງໆ ເພື່ອຢືນຢັນວ່າ ໄດ້ກໍານົດຂະບວນການຜະລິດ, ການຕິດຕັ້ງ ແລະ ການບໍລິການ.
	

	
	ໝາຍເຫດ1 ກໍລະນີຄໍາຊັບ “ເອກະສານຂັ້ນຕອນການປະຕິບັດ ” (“documented procedure”) ປະກົດຢູ່ໃນມາດຕະຖານສາກົນນີ້, ໝາຍຄວາມວ່າຂັ້ນຕອນນີ້ ໄດ້ຮັບການຈັດທໍາ, ຈັດເປັນເອກະສານ, ຈັດຕັ້ງປະຕິບັດ ແລະ ໄດ້ຮັບການຈັດເກັບຮັກສາ..
	

	
	ໝາຍເຫດ 2/1 ຂອບເຂດຂອງເອກະສານລະບົບບໍລິຫານຈັດການດ້ານຄຸນນະພາບ ອາດແຕກຕ່າງກັນໄປ ເນື່ອງຈາກ:
ກ) ຂະໜາດຂອງອົງກອນ ແລະ ປະເພດຂອງກິດຈະກໍາ.
ຂ) ຄວາມຊັບຊ້ອນຂອງຂະບວນການ ແລະ ການປະສົມປະສານກັນຂອງອຸປະກອນທີ່ຜະລິດ ແລະ 
ຄ) ຄວາມອາດສາມາດຂອງ ບຸກຄະລາກອນ.
	

	
	NOTE 3 The documentation can be in any form or type of medium.
	

	
	4.2.2 ຄູ່ມືຄຸນນະພາບ (Quality manual)
	

	4.2.2q1a
	ອົງກອນຈະຕ້ອງສ້າງ ແລະ ຮັກສາຄູ່ມືຄຸນນະພາບ ເຊິ່ງປະກອບມີ
ກ) ຂອບເຂດຂອງລະບົບບໍລິຫານຈັດການຄຸນນະພາບ, ເຊິ່ງປະກອບດ້ວຍລາຍລະອຽດ ແລະ ເຫດຜົນ ສໍາລັບ ການຍົກເວັ້ນ ຫຼື/ແລະ ການບໍ່ນໍາໃຊ້ (ເບິ່ງຂໍ້ 1.2),

ຂ) ເອກະສານຕອນການປະຕິ ທີ່ໄດ້ສ້າງ ສໍາລັບ ລະບົບບໍລິຫານຄຸນນະພາບ ຫຼື ເອກະສານອ້າງອີງ ແລະ 
ຄ) ຄໍາອະທິບາຍ ການປະສົມປະສານລະຫວ່າງ ຂະບວນການຕ່າໆ ຂອງລະບົບບໍລິຫານຄຸນນະພາບ
	ຂອບເຂດຂອງ QMS ທີ່ໄດ້ລະບຸໃນຄູ່ມືຄຸນະພາບປະກອບມີລາຍລະອຽດ ຂອງເຫດຜົນ ແລະ ຂໍ້ຂົກເວັ້ນ ແລະ/ຫຼື ຂໍ້ກໍານົດທີ່ບໍ່ໄດ້ໃຊ້?
ຖ້າຄູ່ມືຄຸນນະພາບທີ່ ປະກອບ ຫຼື ອ້າງອີງ ເອກະສານຂັ້ນຕອນ ທີ່ໄດ້ສ້າງ ສໍາລັບ QMS?

ຖ້າຄູ່ມືຄຸນນະພາບ ປະກອນມີການອະທິບາຍ ກ່ຽວກັບການປະສົມປະສານກັບລະຫວ່າງຂັ້ນຕອນ ຂອງ QMS?


	

	
	ຄູ່ມືຄຸນນະພາບ ຕ້ອງຮ່າງ ເປັນໂຄງສ້າງຂອງເອກະສານ ທີ່ໃຊ້ກັບລະບົບບໍລິຫານຄຸນນະພາບ.
	ຄູ່ມືຄຸນນະພາບຮ່າງເປັນໂຄງສ້າງເອກະສານ ຂອງ QMS?
	

	
	4.2.3 ການຄຸ້ມຄອງເອກະສານ (Control of documents)
	

	4.2.3q1
	ເອກະສານລະບົບບໍລິຫານຄຸນນະພາບ ຕ້ອງໄດ້ຮັບການຄວບຄຸມ. ການບັນທຶກຕ່າງໆ ແມ່ນເອກະສານປະເພດພິເສດອັນໜຶ່ງ ແລະ ຕ້ອງໄດ້ຮັບການຄວບຄຸມ ຕາມຂໍ້ກໍານົດ ຂໍ້ທີ 4.2.4.
	ເອກະສານ QMS ຕ້ອງມີການຄວບຄຸມຄືນແນວໃດ? 
(ເອກະສານຕ້ອງໄດ້ຮັບການທົບທວນ ຕະຫຼອດການໄລຍະການກວດກາ).
	

	4.2.3q2
	ເອກະສານຂັ້ນຕອນການປະຕິບັດ ຕ້ອງໄດ້ຮັບການການສ້າງຂຶ້ນເພື່ອກໍານົດ ການຄວບຄຸມທີ່ຕ້ອງການ 

a) ເພື່ອທົວທວນ ແລະ ອະນຸມັດເອກະສານ ເພື່ອໃຫ້ພຽງພໍກ່ອນ,

b) ເພື່ອທົບທວນ ແລະ ປັບປຸງ ຕາມຄວາມຈໍາເປັນ ແລະ ອະນຸມັດເອກະສານຄືນ.?

c) ເພື່ອໃຫ້ແນ່ໃຈວ່າການປ່ຽນແປງຕ່າງໆ ແລະ ສະຖານນະການປັບປຸງເອກະສານ ໄດ້ຮັບການລະບຸ?

d) ເພື່ອໃຫ້ແນ່ໃຈວ່າເອກະສານທີ່ປັບປຸງທີ່ກ່ຽວຂ້ອງ ແມ່ນເອກສານທີ່ນໍາໃຊ້ໄດ້ ແລະ ມີຢູ່ຕາມຈຸດທີ່ນໍາໃຊ້?
e) ເພື່ອໃຫ້ແນ່ໃຈວ່າ ເອກະສານ ແມ່ນຍັງຄົງອ່ານງ່າຍ ແລະ ລະບຸໄດ້ງ່າຍ?

f) ເພື່ອໃຫ້ແນ່ໃຈວ່າເອກະສານ ເດີມພາຍນ້ອງ ໄດ້ຮັບການລະບຸ ແລະ ການແຈກຢ່າງພວກມັນ ແມ່ນໄດ້ຮັບການຄວບຄຸມ?

g) ເພື່ອປ້ອງກັນການນໍາໃຊ້ ທີ່ລ້າສະໄໝ ໂດຍບຕັ້ງໃຈ ແລະ ເພື່ອໃຊ້ການລະບຸຕົວຕົນທີ່ເໝາະສົມກັບເອກະສານດັ່ງກ່າວ ຖ້າຫາກຖືກເກັບຮັກສາໄວ້ ເພື່ອຈັດປະສົງໃດໆ. 
	ທ່ານຊ່ວຍສະແດງເອກະສານຂັ້ນຕອນ ທີ່ກໍານົດການຄວບຄຸມ ທີ່ຈໍາເປັນ ສໍາລັບແຕ່ລະລາຍການ ດັ່ງຕໍ່ໄປນີ້ໄດ້ບໍ່? 
a) ກວດສອບ ແລະ ອະນຸມັດເອກະສານ ເພື່ອຄວາມພຽງພໍ່ກ່ອນ?
b) ກວດສອບ ແລະ ປັບປຸງຕາມທີ່ຈໍາເປັນ ແລະ ອະນຸມັດເອກະສານຄືນ?
c) ແນໃຈວ່າການປ່ຽນແປງ ແລະ ສະຖານນະການປັບປຸງເອກະສານ ໄດ້ຮັບການລະບຸ?

d) ແນ່ໃຈວ່າເອກະສານທີ່ປັບປຸງທີ່ກ່ຽວຂ້ອງ ມີຢູ່ຕາມຈຸດທີ່ນໍາໃຊ້?
e) ແນ່ໃຈວ່າ ເອກະສານ ແມ່ນຍັງຄົງອ່ານງ່າຍ ແລະ ລະບຸໄດ້ງ່າຍ?
f) ແນໃຈວ່າເອກະສານເດີມທາງນອກ ໄດ້ຮັບການບລຸບ ແລ ແຈ້ງຢາຍ ໂດຍໄດ້ຮັບການຄວບຄຸມ?

g) ປ້ອງກັນການໃຊ້ເອກະສານລ້າສະໄໝ ໂດຍບໍ່ໄດ້ຕັ້ງໃຈ, ແລະ ໃຊ້ການລະບຸຕົວຕົນທີ່ເໝາະສົມກັບເອກະສານດັ່ງກ່າວ ຖ້າຫາກເກັບຮັບຮັກສາໄວ້ ເພື່ອຈຸດປະສົງໃດໆ. 
	

	
	ອົງກອນຕ້ອງກວດສອບໃຫ້ໝັ້ນໃຈວ່າການປ່ຽນແປງເອກະສານໃດໆ ແມ່ນໄດ້ຮັບການທົບທວນ ແລະ ອະນຸມັດໂດຍໜ່ວຍງານເດີມທີ່ອະນຸມັດ ຫຼື ໜ່ວຍງານອື່ນທີ່ໄດ້ຮັບມອບໝາຍ ເຊິ່ງສາມາດເຂົ້າເຖິງຂໍ້ມູນພື້ນຖານທີ່ກ່ຽວຂ້ອງ ເພື່ອໃຊ້ເປັນບ່ອນອີງໃນການຕັດສິນໃຈ. 
	
	

	
	ອົງກອນ ຕ້ອງກໍານົດໄລຍະເວລາ ທີ່ຈະເກັບສໍາເນົາ ເອກະສານຄວບຄຸມທີ່ຫຼ້າສະໄໝຢ່າງໜ້ອຍ 1 ຊຸດ.
	
	

	
	ຊ່ວງເວລານີ້ ຕ້ອງຮັບປະກັນວ່າເອກະສານການຜະລີິດ, ທົດສອບ ມີອາຍຸຢ່າງໜ້ອຍ ຕະຫຼອດອາຍຸການຂອງອຸປະກອນການແພດ ຕາມທີ່ອົງການກໍານົດ ແຕ່ຕ້ອງ ບໍ່ໃຫ້ໜ້ອຍກວ່າໄລຍະການເກັບຮັກສາ ຂອງການບັນທຶກໃດໆ (ເບິ່ງ ຂໍ້ 4.2.4) ຫຼື ຕາມທີ່ອົງການຄຸ້ມຄອງທີ່ກ່ຽວຂ້ອງ ກໍານົດໄວ້.​
	
	

	
	4.2.4 ການຄວບຄຸມເອກະສານບັນທຶກ (Control of records)
	

	4.2.4q1
	ບັນທຶກ ຕ້ອງໄດ້ຮັບການສ້າງ ແລະ ຮັກສາໄວ້ ເພື່ອໃຫ້ຫຼັກຖານກ່ຽວກັບການປະຕິບັດຕາມຂໍ້ກໍານົດ ແລະ ການດໍາເນີການທີ່ມີປະສິດທິພາບ ຂອງລະບົບການບໍລິຫານຄຸນນະພາບ. 
	ການບັນທຶກຫຍັງທີ່ສະແດງການປະຕິບັດຂໍ້ກໍານົດ ແລະ ການປະຕິບັດ QMS ຢ່າງມີປະສິດທິຜົນ (ຄວນທົບທວນຕະຫຼອດໄລຍະຂອງການລົງກວດກາ). 

	

	4.2.4q2
	ບັນທຶກຈະຕ້ອງອ່ານໄດ້ຢ່າງຊັດເຈນ, ລະບຸໄດ້ງ່າຍ ແລະ ຄົ້ນອອກໄດ້ງາຍ.

	ບັນທຶກອ່ານໄດ້ຢ່າງຊັດເຈນ, ລະບຸໄດ້ງ່າຍ ແລະ ຄົ້ນອອກມາໃຊ້ໄດ້ງ່າຍ? (ຄວນກວດສອບ ຕະຫຼອດໄລຍະຂອງການລົງກວດກາ.
	

	4.2.4q3
	ຕ້ອງມີການກໍານົດເອກະສານຂັ້ນຕອນການປະຕິບັດ ເພື່ອກໍານົດການຄວບຄຸມທີ່ຈໍາເປັນ ສໍາລັບການລະບຸ, ການຈັດເກັບ, ການປ້ອງກັນ, ການຄົ້ນຄືນ, ເວລາໃນການເກັບຮັກສາ ແລະ  ການແຈກຍາຍບັນທຶກ.
	ອົງກອນມີ ການກໍານົດເອກະສານຂັ້ນຕອນການປະຕິບັດ ເພື່ອກໍານົດການຄວບຄຸມທີ່ຈໍາເປັນ ສໍາລັບການລະບຸ, ການຈັດເກັບ, ການປ້ອງກັນ, ການຄົ້ນຄືນ, ເວລາໃນການເກັບຮັກສາ ແລະ  ການແຈກຍາຍ?ບັນທຶກ.
	

	
	ອົງກອນ ຕ້ອງເກັບຮັກສາບັນທຶກໄວ້ ເປັນໄລຍະເວລາຢ່າງໜ້ອຍເທົ່າກັບອາຍຸການໃຊ້ງານຂອງອຸປະກອນການແພດ ຕາມທີ່ກໍານົດ, ແຕ່ຕ້ອງບໍ່ໜ້ອຍກວ່າ 2 ປີ ນັບແຕ່ວັນທີ່ ປ່ອຍອອກຜະລິດຕະພັນ ໂດຍອົງກອນ ຫຼື ຕາມລະບຽບການທີ່ກ່ຽວຂ້ອງທີ່ໄດ້ກໍານົດ.
	
	

	
	5 ຄວາມຮັບຜິດຊອບໃນການບໍລິຫານ (Management responsibility)
	

	
	5.1 ຄວາມມຸ້ງໝັ້ນຂອງຜູ້ບໍລິຫານ (Management commitment)
	

	5.1q1a
	ຜູ້ບໍລິຫານລະດັບສູງ ຕ້ອງສະແດງຫຼັກຖານຂອງຄວາມມຸ້ງໝັ້ນໃນການພັດທະນາ ແລະ ການຈັດຕັ້ງປະຕິບັດລະບົບບໍລິຫານຈັດການຄຸນນະພາບ ແລະ ຮັກສາ ( ປັບປຸງຢ່າງຕໍ່ເນື່ອງ) ປະສິດທິພາບຂອງມັນ ໂດຍ 
ກ) ສື່ສານໃຫ້ອົງກອນຮັບຮູ້ເຖິງຄວາມສໍາຄັນຂອງການຕອບສະໜອງລູກຄ້າ ແລະ ຂໍ້ກໍານົດກົດໝາຍ ແລະ ລະບຽບການທີ່ກ່ຽວຂ້ອງ,
ຂ) ສ້າງນະໂຍບາຍ ຄຸນນະພາບ (quality policy),

c) ຮັບປະກັນວ່າຈຸດປະສົງກ່ຽວກັບຄຸນນະພາບ ໄດ້ຮັບການສ້າງຂຶ້ນ,

ງ) ດໍາເນີນການທົບທວນການບໍລິຫານ ແລະ 
e) ຮັບປະກັນການມີຊັບພະຍາກອນ.(availability of resources).
	ຜູ້ບໍລິຫານລະດັບສູງ ສືສານເຖິງຄວາມສໍາຄັນຂອງການປະຕິບັດຕາມຄວາມຕ້ອງການຂອງລູກຄ້າ ແລະ ຂໍ້ກໍານົດກົດໝາຍ ຕໍ່ກັບອົງກອນ?  
ມີການກໍານົດນະໂຍບາຍຂອງບໍລິສັດບໍ່? (ເບິ່ງຂໍ 5.3) 
ວັດຖຸປະສົງດ້ານຄຸນນະພາບທີ່ກໍານົດໂດຍຜູ້ບໍລິຫານລະດັບສູງ ແມ່ນຫຍັງ? (ເບິ່ງຂໍ້ 5.4.1)
ຜູ້ບໍລິຫານລະດັບສູງ ໄດ້ດໍາເນີນການທົບທວນການບໍລິຫານບໍ່? (ເບິ່ງ 5.6).
ຜູ້ບໍລິຫານລະດັບສູງ ແນ່ໃຈຄວາມພ້ອມຂອງຊັບພະຍາກກອນ ເພື່ອສະໜັບສະໜູນ ແລະ ປັບປຸງ QMS ເປັນແຕ່ລະໄລຍະແນວໃດ? 
	

	
	ໝາຍເຫດ ສໍາລັບ ຈຸດປະສົງຂອງ ມາດຕະຖານສາກົນນີ (International Standard), ຂໍ້ກໍານົດທາງກົດໝາຍ ແມ່ນຈໍາກັດຢູ່ທີ່ຄວາມປອດໄພ ແລະ ປະສິດທິພາບຂອງເຄື່ອງມືການແພດແຕ່ຢ່າງດຽວ
	

	
	5.2 ມຸ້ງເນັ້ນໃສ່ລູກຄ້າ (Customer focus)
	

	5.2q1
	ຜູ້ບໍລິຫານລະດັບສູງຕ້ອງໃຫ້ໝັ້ນໃຈວ່າ ຂໍ້ກໍານົດຂອງລູກຄ້າ ໄດ້ຮັບການກໍານົດ ແລະ ບັນລຸ ໂດຍມີເປົ້າໝາຍເພື່ອຄວາມເພິ່ງພໍໃຈຂອງລູກຄ້າ (ເບິ່ງ 7.2.1.) 
	ຜູ້ບໍລິຫານລະດັບສູງ ແນ່ໃຈວ່າຂໍ້ກໍານົດຂອງລູກຄ້າ ຖືກກໍານົດ ແລະ ບັນລຸຜົນແລ້ວ?

	

	
	5.3 Quality policy
	

	5.3q1a
	ຜູ້ບໍລິຫານລະດັບສູງຕ້ອງແນ່ໃຈວ່າ ນະໂຍບາຍຄຸນນະພາບ 

ກ) ມີຄວາມເໝາະສົມກັບວັດຖຸປະສົງຂອງອົງກອນ,

ຂ) ລວມມີຄວາມມຸ້ງໝັ້ນທີ່ສອດຄ່ອງກັບຂໍ້ກໍານົດ ແລະ ເພື່ອຮັກສາ (ການປັບປຸງຢ່າງຕໍ່ເນື່ອງ) ຜະລິດທິຜົນຂອງລະບົບບໍລິຫານຈັດການຄຸນນະພາບ.
ຄ) ຈັດໃຫ້ມີກອບວຽກ ສໍາລັບການກໍານົດການທົດທວນ ຈຸດປະສົງ ທາງດ້ານ ຄຸນນະພາບ,

ງ) ມີການສືສານ ແລະ ເຂົ້າໃນພາຍໃນອົງກອນ
ຈ) ກວດສອບຄວາມເໝາະສົມຢ່າງຕໍ່ເນືອງ.
	ຜູ້ບໍລິຫານລະດັບສູງ ແນ່ໃຈວ່າ ນະໂຍບາຍຄຸນນະພາບ  ແມ່ນເໝາະສົມ ກັບຈຸດປະສົງຂອງອົງກອນຄືແນວໃດ?
ນະໂຍບາຍຄຸນນະພາບ ລວມມີຄວາມມຸ້ງໝັ້ນທີ່ສອດຄ່ອງກັບຂໍ້ກໍານົດ ແລະ ເພື່ອຮັກສາ (ການປັບປຸງຢ່າງຕໍ່ເນື່ອງ) ປະສິດທິຜົນຂອງ QMS? 
ເນື້ອໃນຂອງນະໂຍບາຍຄຸນນະພາບກ່ຽວຂ້ອງກັບອົງກອນ ແລະ ສາມາດວັດແທກໄດ້ ຫຼື ບໍ່?.
ຜູ້ບໍລິຫານລະດັບສູງ ໄດ້ສືສານ ແລະ ໃຫ້ຄວາມເຂົ້າໃຈພາຍໃນອົງກອນຄືແນວໃດ?   

ມີຂະບວນການຂັ້ນຕອນທີ່ກໍານົດຂຶ້ນ ເພື່ອທົບທວນຄະໂຍບາຍຄຸນນະພາບ ເພື່ອຄວາມເໝາະສົມຢ່າງຕໍ່ເນື່ອງ ຫຼື ບໍ່? 
	

	
	5.4 ການວາງແຜນ (Planning)
	

	
	5.4.1 ຈຸດປະສົງດ້ານຄຸນນະພາບ (Quality objectives)
	

	5.4.1q1
	ຜູ້ບໍລິຫານລະດັບສູງຕ້ອງໜັ້ນໃຈວ່າຈຸດປະສົງດ້ານຄູນນະພາບ, ປະກອບດ້ວຍ ສິ່ງທີ່ຕ້ອງການເພື່ອໃຫ້ໄປຕາມຂໍ້ກໍານົດສໍາລັບຜະລິດຕະພັນ [ເບິ່ງຂໍ້ 7.1 ກ] ໄດ້ຮັບການກໍານົດຂຶ້ນຕາມໜ້າທີ່ ແລະ ລະດັບທີ່ກ່ຽວຂ້ອງພາຍໃນອົງກອນ.
	ຜູ້ບໍລິຫານລະດັບສູງ ໄດ້ກໍານົດ ຈຸດປະສົງດ້ານຄຸນະພາບ (ເຊິ່ງປະກອບດ້ວຍຄວາມຈໍາເປັນ ເພື່ອສອດຄ່ອງກັບຂໍ້ກໍານົດຂອງຜະລິດຕະພັນ) ຕາມໜ້າທີ່ ແລະ ລະດັບທີ່ກ່ຽວຂ້ອງພາຍໃນອົງກອນ ຫຼື ບໍ່?
	

	5.4.1q2
	ຈຸດປະສົງດ້ານຄຸນນະພາບ ຕ້ອງສາມາດວັດແທກຜົນໄດ້ ແລະ ສອດຄ່ອງກັບນະໂຍບາຍຄຸນນະພາບ.​
	ຈຸດປະສົງດ້ານຄຸນນະພາບ ສອດຄ່ອງກັບນະໂຍບາຍດ້ານຄຸນະພາບ ຫຼື ບໍ່? 
	

	
	5.4.2 ການວາງແຜນລະບົບບໍລີິຫານຈັດການຄຸນນະພາບ (Quality management system planning)
	

	5.4.2q1
	ຜູ້ບໍລິຫານຈັດການຄຸນນະພາບ ຕ້ອງຮັບປະກັນວ່າ 
ກ) ການວາງແຜນກ່ຽວກັບລະບົບບໍລິຫານຈັດການດ້ນຄຸນນະພາບ ໄດ້ຮັບການດໍາເນີນການເພື່ອໃຫ້ສອດຄ່ອງກັບຂໍ້ກໍານົດທີ່ໄດ້ລະບຸ ໃນ ຂໍ້ 4.1. ແລະ ເຊັ່ນດຽວກັບ ຈຸດປະສົງທາງດ້ານຄຸນນະພາບ, ແລະ  
ຂໍ) ຄວາມສົມບູນຂອງລະບົບຈັດການຄຸນນະພາບແມ່ນໄດ້ຮັບການຮັກສາໄວ້ ເມື່ອມີການປ່ຽນແປງ ຕໍ່ກັບລະບົບບໍລິຫານດ້ານຄຸນນະພາບ ແມ່ນຕ້ອງໄດ້ວາງແຜນ ແລະ ຈັດຕັ້ງປະຕິບັດ.
	ທ່ານຈະໜັ້ນໃຈໃດ້ແນວໃດວ່າການວາງແຜນ QMS ຈະໄດ້ຮັບການດໍາເນີນສອດຄ່ອງຕາມຂໍ້ກໍານົດ ທີ່ກໍານົດໃນ  ISO 9001:2000 ໝວດທີ 4.1 ແລະ ກັບຈຸດປະສົງທາງດ້ານຄຸນນະພາບ. 
ທ່ານ ຈະໝັ້ນໃຈໄດ້ແນວໃດວ່າ ການເສື່ອມສານ QMS ແມ່ນໄດ້ຮັບການບໍລຸງຮັກສາ ເມື່ອມີການປ່ຽນແປງ, ເມື່ອມີການປ່ຽນແປງ  QMS ໄດ້ຮັບການວາງແຜນ ແລະ ຈັດຕັ້ງປະຕິບັດຕາມ?

	

	
	5.5 ຄວາມຮັບຜິດຊອບ, ອໍານາດໜ້າທີ່ ແລະ ການສື່ສານ (Responsibility, authority and communication)
	

	
	5.5.1 ຄວາມຮັບຜິດຊອບ ແລະ ອໍານາດໜ້າທີ່ (Responsibility and authority)
	

	5.5.1q1
	ຜູ້ບໍລິຫານລະດັບສູງ ຕ້ອງໝັ້ນໃຈວ່າ ຄວາມຮັບຜິດຊອບ, ສິດອໍານາດ ແມ່ນໄດ້ກໍານົດ ແລະ ເຮັດເປັນເອກະສານ ແລະ ມີການສື່ສານ ພາຍໃນອົງກອນ.

	ຄວາມຮັບຜິດຊອບ ແລະ ສິດອໍານາດ ໄດ້ກໍານົດ ແລະ ເຮັດເປັນເອກະສານ ແລະ ສືສານພາຍໃນອົງກອນຄືແນວໃດ?
	

	
	ຜູ້ບໍລິຫານລະດັບສູງ ຕ້ອງໄດ້ສ້າງຄວາມສໍາພັນ ລະຫວ່າງບຸກຄະລາກອນທັງໝົດທີ່ຈັດການ, ດໍາເນີນການ ແລະ ປະຕິບັດວຽກການກວດສອບທີ່ມີຜົນກະທົບຕໍ່ກັບຄຸນນະພາບ ແລະ ຈະຕ້ອງຮັບປະກັນການໃຫ້ຄວາມເປັນອິດສະຫຼະ ແລະ ອໍານາດທີ່ຈໍາເປັນ ໃຫ້ແກ່ເຂົ້າໃນການປະຕິບັດວຽກງານເຫຼົ່ານີ້. 

	
	


	
	ໝາຍເຫດ: ຂໍ້ກໍານົດຂອງປະເທດ ອາດກໍານົດໃຫ້ມີການສະເໜີຊື່ບຸກຄະລາກອນສະເພາະ ທີ່ຮັບຜິດຊອບກິດຈະກໍາທີ່ກ່ຽວຂ້ອງກັບການຕິດຕາມກວດສອບ ໃນຂັ້ນຕອນຫຼັງການຜະລິດ ແລະ ການລາຍງານຫຼັງການຜະລິດ ກໍ່ລະນີ້ທີ່ມີເຫດການບໍ່ເພິ່ງປະສົງ (reporting adverse events) (ເບິ່ງຂໍ້ 8.2.1 ແລະ  8.5.1).
	

	
	5.5.2 ຕົວແທນຂອງການບໍລິຫານຈັດກາ (Management representative)
	

	5.5.2q1a
	ຜູ້ບໍລິຫານລະດັບສູງ ຕ້ອງແຕ່ງຕັ້ງສະມາຊິກຂອງຜູ້ບໍລິຫານ ທີມີຄວາມຮັບຜິດຊອບ ແລະ ອໍານາດໜ້າທີ່ເຊິ່ງລວມມີ: 
a) ການຮັບປະກັນວ່າຂະບວນການທີ່ຈໍາເປັນສໍາລັບລະບົບການຈັດການດ້ານຄຸນນະພາບ ໄດ້ຮັບການຈັດຕັ້ງຂຶ້ນ, ຈັດຕັ້ງປະຕິບັດ ແລະ ບໍລຸງຮັກສາລະບົບດັ່ງກ່າວ, 
b) ລາຍງານຕໍ່ຜູ້ບໍລິຫານລະດັບສູງກ່ຽວກັບປະສິດທິພາບຂອງລະບົບບໍລິຫານຄຸນນະພາບ ແລະ ການປັບປຸງໃດໆ ທີ່ມີຄວາມຈໍາເປັນ, (ເບິ່ງຂໍ້ 8.5)
c) ຮັບປະກັນ ການສົ່ງເສີມກ່ຽວກັບຄວາມຮັບຮູ້ດ້ານລະບຽບການ ແລະ ຄວາມຕ້ອງການຂອງລູກຄ້າ ທົ່ວທັງອົງກອນ. 
	ໃຜເປັນຕົວແທນຜູ້ບໍລິຫານ ISO 9001:2000 ຂອງທ່ານ?  

ຕົວແທນຜູ້ບໍລິຫານມີຄວາມຮັບຜິດຊອບ ແລະ ໜ້າທີ່ ເພື່ອ: 

a) ຮັບປະກັນວ່າຂະບວນການຕ່າງໆ ທີ່ຈໍາເປັນສໍາລັບ QMS ໄດ້ຮັບການຈັດຕັ້ງປະຕິບັດ ແລະ ບໍາລຸງຮັກສາ?
b) ລາຍງານຕໍ່ຜູ້ບໍລິຫານລະດັບສູງກ່ຽວກັບປະສິດທິພາບຂອງລະບົບບໍລິຫານຄຸນນະພາບ ແລະ ການປັບປຸງໃດໆ ທີ່ມີຄວາມຈໍາເປັນ?
c) ຮັບປະກັນ ການສົ່ງເສີມກ່ຽວກັບຄວາມຮັບຮູ້ດ້ານລະບຽບການ ແລະ ຄວາມຕ້ອງການຂອງລູກຄ້າ ທົ່ວທັງອົງກອນ?


	

	
	ໝາຍເຫດ: ຄວາມຮັບຜິດຊອບຂອງຕົວແທນຜູ້ບໍລິຫານລະດັບສູງ ສາມາດລວມເອົາວຽກໃນການປະສານງານກັບບຸກຄະລາກອນພາຍນອກ ໃນບັນຫາທີ່ກ່ຽວຂ້ອງກັບລະບົບບໍລິຫານຄຸນນະພາບ.
	

	
	5.5.3 ການສື່ສານພາຍນອກ (Internal communication)
	

	5.5.3q1
	ຜູ້ບໍລິຫານລະດັບສູງຕ້ອງໝັ້ນໃຈວ່າມີການກໍານົດຂະບວນການສືບສານທີ່ເໝາະສົມພາຍໃນອົງກອນ ແລະ ການສືສານັ້ນ ເກີດຂຶ້ນ ກ່ຽວກັບປະສິດທິພາບຂອງລະບົບບໍລິຫານຄຸນນະພາບ.
	ຂໍມູນປະສິດທິພາບປະສິດທິຜົນຂອງ QMS ມີການສືສານພາຍໃນອົງກອນຄືນແນວໃດ? 

	

	
	5.6 ການທົບທວນການບໍລິຫານ (Management review)
	

	
	5.6.1 ທົ່ວໄປ (General)
	

	5.6.1q1
	ຜູ້ບໍລິຫານລະດັບສູງ ຕ້ອງທົບທວນຂະບວນການຈັດການຄຸນນະພາບຂອງອົງກອນ ຕາມໄລຍະເວລາທີ່ວາງແຜນໄວ້, ເພື່ອໃຫ້ໝັ້ນໃຈວ່າມີຄວາມເໝາະສົມ, ຄວາມພຽງພໍ ແລະ ຄວາມມີປະສິດທິພາບຢ່າງຕໍ່ເນື່ອນ
	ຜູ້ບໍລິຫານລະດັບສູງທົບທວນ QMS ຂອງອົງກອນທີ່ສໍາໃດ?  
	

	5.6.1q2
	ການທົບທວນນີ້ ຕ້ອງ ລວມມີ ການປະເມີນໂອກາດໃນການປັບປຸງ ແລະ ຄວາມຈໍາເປັນໃນການປ່ຽນແປງລະບົບບໍລິຫານຄຸນນະພາບ, ລວມເຖິງນະໂຍບາຍຄຸນນະພາບ ແລະ ຈຸດປະສົງດ້ານຄຸນນະພາບ.
	ຂໍ້ມູນປະເພດໃດທີ່ໄດ້ຮັບການທົບທວນຂອງຝ່າຍບໍລິຫານ? (ການທົວທວນແມ່ນກວມເອົາຄວາມເໝາະສົມ, ຄວາມພຽງພໍ ແລະ ປະສິດທິພາບຂອງ QMS; ການປັບປຸງ ແລະ ການປ່ຽນແປງ ຕໍ່ກັບ QMS, ນະໂຍບາຍ ແລະ ຈຸດປະສົງ)
	

	5.6.1q3
	ບັນທຶກຕ່າງໆ ຈາກການທົບທວນດ້ານການບໍລິຫານ ຕ້ອງຮັບກສາໄວ້ (ເບິ່ງຂໍ້ 4.2.4)

	ທ່ານສາມາດສະແດງໃຫ້ຂ້ອຍເບິ່ງໄດ້ບໍ່ ການບັນທຶກຕ່າງໆ ຈາກການທົບທວນທີ່ໄດ້ເຮັດຫວ່າງມໍ່ໆນີ້? 
	

	
	5.6.2 ການທົບທວນສິ່ງທີ່ໄດ້ເອົາເຂົ້າ (Review input)
	

	5.6.2q1
	ການທົບທວນການບໍລິຫານທີ່ເອົາເຂົ້າ ປະກອບມີຂໍ້ມູນກ່ຽວກັບ: 

a) ຜົນໄດ້ຮັບຂອງການກວດສອບ (results of audits), 

b) ການຕໍານິສົ່ງຂ່າວຂອງລູກຄ້າ (customer feedback),

c) ການຜະລິດ ແລະ ກວດສອບຄວາມສອດຄ່ອງ (process performance and product conformity),

d) ສະຖານນະ ຂອງການດໍາເນີນການປ້ອງກັນ ແລະ ແກ້ໄຂ, (Preventive, corrective action)
e) ຜົນການຕິດຕາມການດໍາເນີນການທົບທວນການບໍລິຫານ ໃນຄັ້ງກ່ອນ.
f) ການປ່ຽນແປງທີ່ອາດສົ່ງຜົນກະທົບຕໍ່ລະບົບບໍລິຫານດ້ານຄຸນນະພາບ ແລະ 
g) ການແນະນໍາເພື່ອປັບປຸງ ແລະ 
h) ຂໍ້ກໍານົດໃໝ່ ຫຼື ສະບັບທີ່ໄດ້ປັບປຸງ.

	ທ່ານສາມາດສະແດງໃຫ້ຂ້ອຍເບິ່ງໄດ້ບໍ່ ສໍາລັບແຕ່ລະການທົບທວນ ດັ່ງຕໍ່ໄປນີ້?
a) ຜົນໄດ້ຮັບຂອງການກວດສອບ, 

b) ການຕໍານິສົ່ງຂ່າວຂອງລູກຄ້າ,

c) ການຜະລິດ ແລະ ກວດສອບຄວາມສອດຄ່ອງ,

d) status of preventive and corrective actions,
e) ສະຖານນະ ຂອງການດໍາເນີນການປ້ອງກັນ ແລະ ແກ້ໄຂ,
f) ການປ່ຽນແປງທີ່ອາດສົ່ງຜົນກະທົບຕໍ່ລະບົບບໍລິຫານດ້ານຄຸນນະພາບ.
g) ການແນະນໍາເພື່ອປັບປຸງ
h) ຂໍ້ກໍານົດໃໝ່ ຫຼື ສະບັບທີ່ໄດ້ປັບປຸງ.

	

	
	5.6.3 ການທົບທວນຜົນໄດ້ຮັບ (Review output)
	

	5.6.3q1
	ຜົນໄດ້ຮັບຈາກການທົບທວນການບໍລິຫານ ຕ້ອງກວມເອົາການຕັດສິນໃຈ ແລະ ການປະຕິບັດ ທີ່ກ່ຽວຂ້ອງກັບ: 

a) ການປັບປຸງທີ່ຈໍາເປັນເພື່ອບໍາລຸງຮັກສາປະສິດທິຜົນລະບົບການບໍລິຫານຄຸນນະພາບ ແລະ ຂະບວນການຕ່າງໆ.
b) ການປັບປຸງກ່ຽວກັບຜະລິດຕະພັນທີ່ກ່ຽວຂ້ອງກັບຄວາມຕ້ອງການຂອງລູກຄ້າ ແລະ 
c) ຄວາມຕ້ອງການຊັບພະຍາກອນ (resource needs).
	ການຕັດສິນໃຈ ຫຼື ການດໍາເນີນໃດ ທີ່ເປັນຜົນມາຈາກການທົບທວນຂອງຝ່າຍບໍລິຫານ ແຕ່ລະລາຍການດັ່ງຕໍ່ໄປນີ້:
a) ການປັບປຸງທີ່ຕ້ອງການເພື່ອບໍາລຸງຮັກສາປະສິດທິຜົນລະບົບການບໍລິຫານຄຸນນະພາບ ແລະ ຂະບວນການ,

b) ການປັບປຸງກ່ຽວກັບຜະລິດຕະພັນທີ່ກ່ຽວຂ້ອງກັບຄວາມຕ້ອງການຂອງລູກຄ້າ ແລະ 
c) ຄວາມຕ້ອງການຊັບພະຍາກອນ.


	

	
	6 ການບໍລິຫານຊັບພະຍາກອນ (Resource management)
	

	
	6.1 ການຈັດຫາຊັບພະຍາກອນ (Provision of resources)
	
	

	6.1q1
	ອົງກອນຕ້ອງກໍານົດ ແລະ ຈັດຫາຊັບພະຍາກກອນທີ່ຈໍາເປັນ
ກ) ເພື່ອຈັດຕັ້ງປະຕິບັດ (ແລະ ການບໍາລຸງຮັກສາ) ລະບົບການບໍລິຫານຄຸນນະພາບ ແລະ ບໍາລຸງຮັກສາ (ປັບປຸງຢ່າງຕໍ່ເນືື່ອງ) ປະສິດທິຜົນ ແລະ 
b) ເພື່ອໃຫ້ ສອດຄ່ອງຕາມຂໍ້ກໍານົດ ແລະ ເພື່ອຄວາມເພິ່ງພໍໃຈຂອງລູກຄ້າ) ຄວາມຕ້ອງການຂອງລູກຄ້າ

	ອົງກອນ ຈັດຫາຊັບພະຍາກອນໃດແດ່ ເພື່ອຈັດຕັ້ງ ແລະ ບໍາລຸງຮັກສາ QMS ແລະ ປັບປຸງປະສິດທິພາບຢ່າງຕໍ່ເນື່ອງ?
ອົງກອນຈັດຫາຊັບພະຍາກອນໃດແດ່ ເພື່ອໃຫ້ໝັ້ນໃຈວ່າ ລູກຄ້າ ແລະ ທັງຂໍ້ກໍານົດດ້ານລະບຽບການ ໄດ້ຮັບການຕອບສະໜອງ?
(ເບິ່ງ 6.2, 6.3, 6.4)
	

	
	6.2 ຊັບພະຍາກອນມະນຸດ (Human resources)
	

	
	6.2.1 ທົ່ວໄປ (General)
	

	6.2.1q1
	ບຸກຄະລາກອນທີ່ປະຕິບັດງານ ທີ່ມີຜົນກະທົບຕໍ່ຄຸນນະພາບຂອງຜະລິດຕະພັນ ຕ້ອງມີຄຄວາມສາມາດ ບົນພື້ນຖານຂອງການສຶກສາ, ການອົບຮົມ, ທັກສະ ແລະ ປະສົບການທີ່ເໝາະສົມ. 
	ການສຶກສາ, ການອົບຮົມ, ທັກສະ, ປະສົບການ ທີ່ຕ້ອງການ ສໍາລັບວຽກນີ້/ໜ້າທີ່ນີ້ ແມ່ນຫຍັງ?
ບຸກຄົນນີ້ມີຄຸນສົມບັດຖືກກັບຂໍ້ກໍານົດເຫຼົ່ານີ້ຄືແນວໃດ?
	

	
	6.2.2 ຄວາມສາມາດ, ຄວາມຮັບຮູ້ ແລະ ການອົບຮົມ (Competence, awareness and training)
	

	6.2.2q1
	ອົງກອນຈະຕ້ອງ 
a) ກໍານົດຄວາມສາມາດທີ່ຈໍາເປັນສໍາລັບບຸກຄະລາກອນທີ່ປະຕິບັດງານ ທີ່ສົ່ງຜົນກະທົບຕໍ່ຄຸນນະພາບຂອງຜະລິດຕະພັນ. 
b) ຈັດໃຫ້ມີການຝຶກອົບຮົມ ຫຼື ດໍາເນີນມາດຕະການອື່ນໆ ເພື່ອສະໜອງຄວາມຮຽກຮ້ອງຕ້ອງການເຫຼົ່ານີ້.
c) ປະເມີນຜະລິດທິພາບຂອງມາດຕະຖານທີ່ໄດ້ດໍາເນີນ,

d) ຮັບປະກັນວ່າບຸກຄະລາກອນ ຮັບຮູ້ເຖິງຄວາມກ່ຽວຂ້ອງຂອງພວກເຂົາ ແລະ ວິທີ່ທີ່ພວກເຂົາມີສ່ວນຮ່ວມໃນໃນການບັນລຸຈຸດປະສົງດ້ານຄຸນນະພາບ ແລະ 
e) ເກັບຮັກສາການບັນທຶກກ່ຽວກັບການສຶກສາ, ການອົບຮົມ, ທັກສະ ແລະ ປະສົບການ ຢ່າງເໝາະສົມ. ເບິ່ງຂໍ 4.2.4)
	ທ່ານ ກໍານົດການສຶກສາ, ອົບຮົມ, ທັກສະ ແລະ ປະສົບການ ສໍາລັບຜູ້ທີ່ປະຕິບັດວຽກງານທີ່ສົ່ງຜົນກະທົບຕໍ່ຄຸນນະພາບຂອງຜະລິດຕະພັນຄືແນວໃດ?
ທ່ານຈັດໃຫ້ມີການອົບຮົມ ຫຼື ການດໍາເນີນການອື່ນໆ ເພື່ອຕອບສະໜອງຄວາມຕ້ອງການຂອງບຸກຄະລາກອນ? 
 ເມື່ອຈັດໃຫ້ມີການອົບຮົມ ຫຼື ການດໍາເນີນການອື່ນໆ ເພື່ອຕອບສະໜອງຄວາມຮຽກຮ້ອງຕ້ອງການດ້ານຄວາມສາມາດ, ທ່ານຈະປະເມີນປະສິດທິພາບ ຂອງການດໍາເນີນການເຫຼົ່ານັ້ນຄືແນວໃດ? (ບັນທຶກ)
(ຕົວຢ່າງ, ອົງກອນທັງໝົດ) ກິດຈະກໍາຂອງທ່ານ ປະກອບສ່ວນຕໍ່ການບັນລຸຈຸດປະສົງດ້ານຄຸນນະພາບຄືແນວໃດ, ທ່ານເກັບບັນທຶກການສຶກສາ, ອົບຮົມ, ທັກສະ ແລະ ປະສົບການ ໄວ້ຢູ່ໃສ່?
 
	

	
	ໝາຍເຫດ. ຂໍ້ກໍານົດລະດັບປະເທດ, ລະດັບພາກພື້ນ ອາດກໍານົດໃຫ້ອົງກອນ ຕ້ອງສະໜອງເອກະສານ ຂັ້ນຕອນການປະຕິບັດງານ ເພື່ອລະບຸຄວາມຕ້ອງການການອົບຮົມ.
	

	
	6.3 ພື້ນຖານໂຄງລ່າງ (Infrastructure)
	

	6.3q1
	ອົງກອນຕ້ອງກໍານົດ, ຈັດຫາ ແລະ ບໍາລຸງຮັກສາ ໂຄງສ້າງພື້ນຖານທີ່ຈໍາເປັນ ເພື່ອໃຫ້ບັນລຸຕາມຂໍ້ກໍານົດຂອງຜະລິດຕະພັນ.
ໂຄງລ່າງພື້ນຖານ ຕາມຄວາມເໝາະສົມ ເຊິ່ງປະກອບມີ 

ກ) ອາຄານ, ພື້ນທີ່ເຮັດວຍກ ແລະ ສິ່ງອໍານວຍຄວາມສະດວກຕ່າງໆ,

ຂ) ອຸປະກອນກ່ຽວກັບຂະບວນການ (ທັງຮາດແວ ແລະ ສອບແວ) ແລະ 
ຄ) ການບໍລິການສະໜັບສະໜູນ (supporting services) (ເຊັ່ນ ການຂົນສົ່ງ ແລະ ການສື່ສານ).
	ອາຄານ, ພື້ນທີ່ການເຮັດວຽກ ແລະ ລະບົບສິ່ງອໍານວຍຄວາມສະດວກທີ່ເໝາະສົມກັບຂໍ້ກໍານົດຂອງຜະລິດຕະພັນ ຫຼື ບໍ່? ພວກເຂົ້າໄດ້ຮັບການບໍາລຸງຮັກສາຄືແນວໃດ?
ອຸປະກອນການຜະລິດປະເພດໃດ (ທັງຮາດແວ ແລະ ສອບແວ) ທີ່ຈໍາເປັນເພື່ອໃຫ້ສອດຄ່ອງຕາມຂໍ້ກໍານົດຜະລິດຕະພັນ, ອຸປະກອນມີການບໍາລຸງຮັກສາຄືແນວໃດ? 
ການບໍລິການສະໜັບສະໜູນໃດແດ່​ (ເຊັ່ນການຂົນສົ່ງ ຫຼື ການສື່ສານ) ທີ່ຈໍາເປັນເພື່ອໃຫ້ແນ່ໃຈວ່າຜະລິດຕະພັນສອດຄ່ອງຕາມຂໍ້ກໍານົດ? ພວກເຂົາໄດ້ບໍາລຸງຮັກສາຮັກສາຄືແນວໃດ?
	

	
	ອົງກອນ ຕ້ອງສ້າງເອກະສານຂໍ້ກໍານົດສ່ໍາລັບກິດຈະກໍາການບໍາລຸງຮັກສາ, ຮ່ວມເຖິງຄວາມຖີ່, ເມື່ອກິດຈະກໍາດັ່ງກ່າວ ຫຼື ການຂາດກິດຈະກໍາດັ່ງກ່າວ ອາດສົ່ງຜົນຕໍ່ຄຸນນະພາບຂອງຜະລິດຕະພັນ.
	ຂໍ້ກໍານົດທີ່ເຮັດເປັນເອກະສານ (documented requirements)
	

	
	Records of such maintenance shall be maintained (see 4.2.4).
	ບັນທຶກ (Records)
	

	
	6.4 ສະພາບແວດລ້ອມຂອງການເຮັດວຽກ (Work environment)
	

	6.4q1
	ອົງກອນ ຕ້ອງກໍານົດ ແລະ ຈັດການສະພາບແວດລ້ອມຂອງການເຮັດວຽກທີ່ຈໍາເປັນ ເພື່ອໃຫ້ສອດຄ່ອງກັບຂໍ້ກໍານົດຂອງຜະລິດຕະພັນ. 

	ສະພາບແວດລ້ອມການເຮັດວຽກແບບໃດ ທີ່ຈໍາເປັນເພື່ອໃຫ້ສອດຄ່ອງກັບຂໍ້ກໍານົດຂອງຜະລິດຕະພັນ? ສະພາບແວດລ້ອມນີ້ມີການຈັດການ ແລະ ການບໍາລຸງຮັກສາຄືນແນວໃດ? 
	

	
	ຕ້ອງໃຊ້ຂໍ້ກໍານົດດັ່ງລຸ່ມນີ້
ກ). ອົງກອນ ຕ້ອງເຮັດເອກະສານຂໍ້ກໍານົດດ້ານສຸຂະພາບ, ຄວາມສະອາດ ແລະ ການນຸ່ງເຄື່ອງຂອງບຸກຄະລາກອນ ຖ້າມີການສໍາພັດລະຫວ່າງ ແລະ ຜະລິດຕະພັນ ຫຼື ສິ່ງແວດລ້ອມ ໃນການເຮັດວຽກ ອາດສົ່ງຜົນເສຍຕໍ່ຄຸນນະພາບຂອງຜະລິດຕະພັນ. (ເບິ່ງຂໍ້ 7.5.1.2.1). 
ຂ). ຖ້າຫາກສະພາບແວດລ້ອມໃນການເຮັດວຽກ ສົ່ງຜົນເສຍຕໍ່ຄຸນນະພາບຂອງຜະລິດຕະພັນ, ອົງກອນຕ້ອງສ້າງໃຫ້ມີເອກະສານ ຂໍ້ກໍານົດສໍາລັບສິ່ງແວດລ້ອມໃນການເຮັດວຽກ ແລະ ເອກະສານຂັ້ນຕອນການປະຕິບັດ ຫຼື ຄໍາແນະນໍາໃນການເຮັດວຽກສໍາລັບການກວດສອບ ແລະ ການຄວບຄຸມສະພາບແວດລ້ອມໃນການເຮັດວຽກ ເຫຼົ່ານີ້ (ເບິ່ງຂໍ້ 7.5.1.2.1) 
ຄ). ອົງການ ຕ້ອງໝັ້ນໃຈວ່າ ບຸກຄະລາກອນທຸກຄົນ ທີ່ຕ້ອງການໃຫ້ເຮັດວຽກຊົ່ວຄາວພາຍໃຕ້ເງື່ອນໄຂສະພາບແວດລ້ອມສະເພາະ ແມ່ນຕ້ອງໄດ້ຮັບການອົບຮົມ ຫຼື ຄວບຄຸມຢ່າງເໝາະສົມໂດຍບຸກຄົນທີ່ໄດ້ຜ່ານການອົບຮົມ (ເບິ່ງຂໍ້ 6.2.2b).
a) If appropriate, special arrangements shall be established and documented for the control of contaminated or potentially contaminated product in order to prevent contamination of other product, the work environment or personnel (see 7.5.3.1).

	Documented requirements and work instructions


	

	
	7 Product realization
	

	
	7.1 Planning of product realization
	

	7.1q1
	The organization shall plan and develop the processes needed for product realization.


	Where are the processes needed for product realization identified?
	

	7.1q2
	Planning of product realization shall be consistent with the requirements of the other processes of the quality management system (see 4.1).
	Is the planning of product realization consistent with the requirements of the other processes of the QMS?  (Verify there are no inconsistencies or conflicts between quality system procedures)
	

	7.1q3
	In planning product realization, the organization shall determine the following, as appropriate: 

a) quality objectives and requirements for the product;

b) the need to establish processes, documents, and provide resources specific to the product;

c) required verification, validation, monitoring, inspection and test activities specific to the product and the criteria for product acceptance;

d) records needed to provide evidence that the realization processes and resulting product meet requirements (see 4.2.4).


	Where in the product realization process do you determine the quality objectives and requirements for products?

When planning for product realization, how do you establish processes, documents, and provide resources specific to the product

How do you determine verification, validation, monitoring, inspection and test activities specific to the product, and the criteria for product acceptance?

What records exist showing that both the realization processes and the product meet requirements? 
	

	7.1q4
	The output of this planning shall be in a form suitable for the organization's method of operations.
	What are the outputs of product realization planning?  Are they in a form suitable for Organization?
	

	
	The organization shall establish documented requirements for risk management throughout product realization. 


	documented requirements for risk management
	

	
	Records arising from risk management shall be maintained (see 4.2.4).


	records
	

	
	NOTE 1 A document specifying the processes of the quality management system (including the product realization processes) and the resources to be applied to a specific product, project or contract, can be referred to as a quality plan.
	

	
	NOTE 2 The organization may also apply the requirements given in 7.3 to the development of product realization processes.
	

	
	NOTE 3 See ISO 14971 for guidance related to risk management.
	

	
	7.2 Customer-related processes
	

	
	7.2.1 Determination of requirements related to the product
	

	7.2.1q1a
	The organization shall determine 

a) requirements specified by the customer, including the requirements for delivery and post-delivery activities,

b) requirements not stated by the customer but necessary for specified or intended use, where known,

c) statutory and regulatory requirements related to the product, and

d) any additional requirements determined by the organization.
	How does Organization determine each of the following requirements?

a) requirements specified by the customer, including the requirements for delivery and post-delivery activities,

b) requirements not stated by the customer but necessary for specified or intended use, where known,

c) statutory and regulatory requirements related to the product, and
d) any additional requirements determined by the organization.
	

	
	7.2.2 Review of requirements related to the product
	

	7.2.2q1
	The organization shall review the requirements related to the product.  This review shall be conducted prior to the organization's commitment to supply a product to the customer (e.g. submission of tenders, acceptance of contracts or orders, acceptance of changes to contracts or orders) and shall ensure that 

a) product requirements are defined and documented,

b) contract or order requirements 

c) the organization has the ability to meet the defined requirements.
	What kind of review is done to ensure that the organization has the ability to meet requirements before committing to supply product?

How do you ensure that product requirements are defined, documented, and reviewed before committing to supply product?

How do you ensure that contract or order requirements differing from those previously expressed are resolved before committing to supply product? 
	

	7.2.2q2
	Records of the results of the review and actions arising from the review shall be maintained (see 4.2.4).
	Can you show me records of the product requirement review results and actions resulting from them?
	

	7.2.2q3
	Where the customer provides no documented statement of requirement, the customer requirements shall be confirmed by the organization before acceptance.
	When customers don’t have documented requirements, how do you confirm their requirements before accepting orders?
	

	7.2.2q4
	Where product requirements are changed, the organization shall ensure that relevant documents are amended and that relevant personnel are made aware of the changed requirements.
	When product requirements are changed, how do you ensure that relevant documents are changed and that relevant personnel are made aware of the changes?
	

	
	NOTE In some situations, such as internet sales, a formal review is impractical for each order. Instead the review can cover relevant product information such as catalogues or advertising material.
	

	
	7.2.3 Customer communication
	

	7.2.3q1
	The organization shall determine and implement effective arrangements for communicating with customers in relation to 

a) product information,

b) enquiries, contracts or order 

c) customer feedback, including customer complaints (see 8.2.1), and

d) advisory notices (see 8.5.1).
	What method(s) are used to communicate with customers regarding 

-
product information?

-
enquiries, contracts, or order handling, including amendments?

-
feedback, including customer complaints?

-
advisory notices?
	

	
	7.3 Design and development
	

	
	7.3.1 Design and development planning
	

	
	The organization shall establish documented procedures for design and development.
	documented procedures
	

	7.3.1q1
	The organization shall plan and control the design and development of product.
	Can you explain to me the process used by Organization to plan and control the design and development of product?
	

	7.3.1q2
	During the design and development planning, the organization shall determine a) the design and development stages,

b) the review, verification, validation and design transfer activities (see Note) that are appropriate to each design and development stage, and

c) the responsibilities and authorities for design and development.
	What are the stages in the design and development process?

How do you determine the review, verification, validation, and design transfer activities appropriate to each design and development stage?

How/where are design and development responsibilities and authorities defined?
	

	7.3.1q3
	The organization shall manage the interfaces between different groups involved in design and development to ensure effective communication and clear assignment of responsibility.
	How does Organization ensure effective communication and clear assignment of responsibility between different groups involved in design and development?
	

	7.3.1q4
	Planning output shall be documented, and updated as appropriate, as the design and development progresses (see 4.2.3).
	As product design and development progresses, how are the planning outputs documented and updated?
	

	
	NOTE Design transfer activities during the design and development process ensure that design and development outputs are verified as suitable for manufacturing before becoming final production specifications.
	

	
	7.3.2 Design and development inputs
	

	7.3.2q1a
	Inputs relating to product requirements shall be determined and records maintained (see 4.2.4). These inputs shall include 

a) functional, performance and safety requirements, according to the intended use,
b) applicable statutory and regulatory requirements,

c) where applicable, information derived from previous similar designs, and

d) other requirements essential for design and development, and
e) output(s) of risk management (see 7.1).
	What are the design inputs relating to each of the following product requirements?  

a) functional, performance and safety requirements, according to the intended use,
b) applicable statutory and regulatory requirements,

c) where applicable, information derived from previous similar designs, and

f) other requirements essential for design and development, and
d) output(s) of risk management.
Where are they recorded?
	

	7.3.2q2
	These inputs shall be reviewed for adequacy and approved. 
	How & when are the design and development inputs reviewed and approved for adequacy?
	

	7.3.2q3
	Requirements shall be complete, unambiguous and not in conflict with each other.
	How does Organization ensure that requirements are complete, unambiguous and don’t conflict with each other?
	

	
	7.3.3 Design and development outputs
	

	7.3.3q1
	The outputs of design and development shall be provided in a form that enables verification against the design and development input and shall be approved prior to release.
	How can design and development outputs be verified against the inputs? (see 7.3.5q1) Are these outputs approved prior to release?
	

	7.3.3q2
	Design and development outputs shall 

a) meet the input requirements for design and development,

b) provide appropriate information for purchasing, production and for service provision,

c) contain or reference product acceptance criteria, and

d) specify the characteristics of the product that are essential for its safe and proper use.
	Can you show me examples of design and development outputs and how they meet the input requirements?

What outputs include information for purchasing, production and service?

Where are product acceptance criteria specified?

Where are product characteristics needed for safe and proper use specified?
	

	
	Records of the design and development outputs shall be maintained (see 4.2.4).


	Where are records of design and development maintained?
	

	
	NOTE Records of design and development outputs can include specifications, manufacturing procedures, engineering drawings, and engineering or research logbooks.
	

	
	7.3.4 Design and development review
	

	7.3.4q1a
	At suitable stages, systematic reviews of design and development shall be performed in accordance with planned arrangements (see 7.3.1) 

a) to evaluate the ability of the results of design and development to meet requirements, and

b) to identify any problems and propose necessary actions.
	At what stages of design and development do you perform reviews to evaluate if the results meet requirements? (See 7.3.1q2b)

Can you show me some problems that have been identified and actions proposed at these reviews?
	

	7.3.4q2
	Participants in such reviews shall include representatives of functions concerned with the design and development stage(s) being reviewed, as well as other specialist personnel (see 5.5.1 and 6.2.1).
	What functions (including specialists) are represented at these reviews?  

At each stage, are all functions concerned with that stage represented?


	

	7.3.4q3
	Records of the results of the reviews and any necessary actions shall be maintained (see 4.2.4).


	Can you show me records of the results of the reviews and any necessary actions taken?
	

	
	7.3.5 Design and development verification
	

	7.3.5q1
	Verification shall be performed in accordance with planned arrangements (see 7.3.1) to ensure that the design and development outputs have met the design and development input requirements. 
	What verification activities are performed to ensure that the design and development outputs have met the input requirements?  (See 7.3.3q1)
	

	7.3.5q2
	Records of the results of the verification and any necessary actions shall be maintained (see 4.2.4).


	Can you show me records of the results of the verification activities and resulting actions? 
	

	
	7.3.6 Design and development validation
	

	7.3.6q1
	Design and development validation shall be performed in accordance with planned arrangements (see 7.3.1) to ensure that the resulting product is capable of meeting the requirements for the specified application or intended use, (where known). 
	What design and development validation activities are performed to ensure that the product is capable of meeting the requirements for the intended use?
	

	7.3.6q2
	(Wherever practicable,) validation shall be completed prior to the delivery or implementation of the product (see Note 1). 
	Do records show that validation is done before product shipment?  

If not, is the justification recorded?
	

	7.3.6q3
	Records of the results of validation and any necessary actions shall be maintained (see 4.2.4).


	Can you show me records of the validation activity results and any follow-up actions?
	

	
	As part of design and development validation, the organization shall perform clinical evaluations and/or evaluation of performance of the medical device, as required by national or regional regulations (see Note 2).
	
	

	
	NOTE 1 If a medical device can only be validated following assembly and installation at point of use, delivery is not considered to be complete until the product has been formally transferred to the customer.
	

	
	NOTE 2 Provision of the medical device for purposes of clinical evaluations and/or evaluation of performance is not considered to be delivery.
	

	
	7.3.7 Control of design and development changes
	

	7.3.7q1
	Design and development changes shall be identified and records maintained. 


	How are design and development changes identified?  Where are the records kept?
	

	7.3.7q2
	The changes shall be reviewed, verified and validated, as appropriate, and approved before implementation. 


	Are changes reviewed, verified, validated, and approved before implementation?
	

	7.3.7q3
	The review of design and development changes shall include evaluation of the effect of the changes on constituent parts and product already delivered.  
	Can you show me evidence that the review of design and development changes includes evaluation of the effect on component parts and products in the field?  
	

	7.3.7q4
	Records of the results of the review of changes and any necessary actions shall be maintained (see 4.2.4).


	Can you show me records of the results of change reviews and any necessary actions? 
	

	
	7.4 Purchasing
	

	
	7.4.1 Purchasing process
	

	7.4.1q1
	The organization shall establish documented procedures to ensure that purchased product conforms to specified purchase requirements. 
	How do you ensure that purchased product conforms to specified requirements?

Can you show me a documented procedure for this?
	

	7.4.1q2
	The type and extent of control applied to the supplier and the purchased product shall be dependent upon the effect of the purchased product on subsequent product realization or the final product.
	How do you determine the type and extent of control applied to the supplier and the purchased product? 
	

	7.4.1q3
	The organization shall evaluate and select suppliers based on their ability to supply product in accordance with the organization's requirements. 
	How do you evaluate and select suppliers?  (based on their ability to supply product in accordance with Organization’s requirements)
	

	7.4.1q4
	Criteria for selection, evaluation and re-evaluation shall be established. 
	Can you show me the criteria for selection, evaluation and re-evaluation of suppliers? 
	

	7.4.1q5
	Records of the results of evaluations and any necessary actions arising from the evaluation shall be maintained (see 4.2.4).
	Can you show me records of the results of supplier evaluations and any necessary actions? (verify that criteria have been met)
	

	
	7.4.2 Purchasing information
	

	7.4.2q1
	Purchasing information shall describe the product to be purchased, including where appropriate  

a) requirements for approval of product, procedures, processes and equipment,

b) requirements for qualification of personnel, and

c) quality management system requirements.
	Do orders/contracts include requirements for approval of product, procedures, processes and equipment?

Do require any qualification of supplier personnel?  If so, can you show where the requirement is documented?

Do you have any QMS requirements of your suppliers?  If so, can you show me where they are required?
	

	7.4.2q2
	The organization shall ensure the adequacy of specified purchase requirements prior to their communication to the supplier.
	How does Organization ensure the adequacy of purchasing requirements before communicating them to the supplier?
	

	
	To the extent required for traceability given in 7.5.3.2, the organization shall maintain relevant purchasing information, i.e. documents (see 4.2.3) and records (see 4.2.4).
	documents and records
	

	
	7.4.3 Verification of purchased product
	

	7.4.3q1
	The organization shall establish and implement the inspection or other activities necessary for ensuring that purchased product meets specified purchase requirements.
	What inspection or other activities are used to ensure that purchased product meets your purchasing requirements?
	

	7.4.3q2
	Where the organization or its customer intends to perform verification at the supplier's premises, the organization shall state the intended verification arrangements and method of product release in the purchasing information.
	Do you ever perform product verification at the supplier's site?  

If so, where are the verification arrangements and method of product release identified?
	

	
	Records of the verification shall be maintained (see 4.2.4).
	Can you show me records of onsite verification?
	

	
	7.5 Production and service provision
	

	
	7.5.1 Control of production and service provision
	

	
	7.5.1.1 General requirements
	

	7.5.1q1
	The organization shall plan and carry out production and service provision under controlled conditions. Controlled conditions shall include, as applicable  

a) the availability of information that describes the characteristics of the product,

b) the availability of documented procedures, documented requirements, work instructions, and reference materials and reference measurement procedures as necessary,

c) the use of suitable equipment,

d) the availability and use of monitoring and measuring devices,

e) the implementation of monitoring and measurement, and

f) the implementation of release, delivery and post-delivery activities, and
g) the implementation of defined operations for labelling and packaging.
	When carrying out production (or service) are all of the following controlled conditions in place?

a) Is information that describes the characteristics of the product available?

b) Are appropriate documented procedures, documented requirements, work instructions, reference materials and reference measurement procedures available (if needed)?

c) Is suitable equipment used for carrying out production (or service)?

d) Are appropriate gages, etc. used in production (or service)?  (See 7.6)

e) Are appropriate kinds of monitoring and measurement done? (See 8.2.4)

f) Are proper release, delivery and post-delivery activities in place?

g) Are packaging and labeling operations defined and implemented?
	

	
	The organization shall establish and maintain a record (see 4.2.4) for each batch of medical devices that provides traceability to the extent specified in 7.5.3 and identifies the amount manufactured and amount approved for distribution. 
	record
	

	
	The batch record shall be verified and approved.
	
	

	
	NOTE A batch can be a single medical device.
	

	
	7.5.1.2 Control of production and service provision — Specific requirements
	

	
	7.5.1.2.1 Cleanliness of product and contamination control
	

	
	The organization shall establish documented requirements for cleanliness of product if

a)
product is cleaned by the organization prior to sterilization and/or its use, or

b)
product is supplied non-sterile to be subjected to a cleaning process prior to sterilization and/or its use, or

c)
product is supplied to be used non-sterile and its cleanliness is of significance in use, or

d)
process agents are to be removed from product during manufacture.
	documented requirements for cleanliness of product
	

	
	If product is cleaned in accordance with a) or b) above, the requirements contained in 6.4 a) and 6.4 b) do not apply prior to the cleaning process.
	
	

	
	7.5.1.2.2 Installation activities
	

	
	If appropriate, the organization shall establish documented requirements which contain acceptance criteria for installing and verifying the installation of the medical device.
	documented requirements with acceptance criteria for installing and verifying the installation
	

	
	If the agreed customer requirements allow installation to be performed other than by the organization or its authorized agent, the organization shall provide documented requirements for installation and verification.
	documented requirements for installation and verification if installation is performed by outside org.
	

	
	Records of installation and verification performed by the organization or its authorized agent shall be maintained (see 4.2.4).
	Records of installation and verification
	

	
	7.5.1.2.3 Servicing activities
	

	
	If servicing is a specified requirement, the organization shall establish documented procedures, work instructions and reference materials and reference measurement procedures, as necessary, for performing servicing activities and verifying that they meet the specified requirements.
	documented procedures, work instructions and reference materials and reference measurement procedures
	

	
	Records of servicing activities carried out by the organization shall be maintained (see 4.2.4).


	Records of servicing activities
	

	
	NOTE Servicing can include, for example, repair and maintenance.
	

	
	7.5.1.3 Particular requirements for sterile medical devices
	

	
	The organization shall maintain records of the process parameters for the sterilization process which was used for each sterilization batch (see 4.2.4).
	records of the process parameters for the sterilization process
	

	
	Sterilization records shall be traceable to each production batch of medical devices (see 7.5.1.1).
	Sterilization traceability records
	

	
	7.5.2 Validation of processes for production and service provision
	

	
	7.5.2.1 General requirements
	

	7.5.2q1
	The organization shall validate any processes for production and service provision where the resulting output cannot be verified by subsequent monitoring or measurement. This includes any processes where deficiencies become apparent only after the product is in use or the service has been delivered.
	Do you have any production or service processes where the resulting output cannot be verified later? 
If so, how to you validate them?
	

	7.5.2q2
	Validation shall demonstrate the ability of these processes to achieve planned results.
	Can you show me records that demonstrate that the validation done has met the requirements?
	

	7.5.2q3a
	The organization shall establish arrangements for these processes including, as applicable 

a) defined criteria for review and approval of the processes,

b) approval of equipment and qualification of personnel,

c) use of specific methods and procedures

d) requirements for records (see 4.2.4), and

e) revalidation.
	How are these special processes reviewed and approved?

Can you show me records of personnel and equipment qualification?

Where are specific methods and procedures defined?

Can you show me records for these processes?

When changes are made to processes, how do you revalidate them?
	

	
	The organization shall establish documented procedures for the validation of the application of computer software (and changes to such software and/or its application) for production and service provision that affect the ability of the product to conform to specified requirements.
	documented procedures for validation of computer software
	

	
	Such software applications shall be validated prior to initial use.


	
	

	
	Records of validation shall be maintained (see 4.2.4).


	Records of validation 
	

	
	7.5.2.2 Particular requirements for sterile medical devices
	

	
	The organization shall establish documented procedures for the validation of sterilization processes.
	documented procedures for the validation of sterilization processes
	

	
	Sterilization processes shall be validated prior to initial use.


	
	

	
	Records of validation of each sterilization process shall be maintained (see 4.2.4).


	Records of validation of each sterilization process


	

	
	7.5.3 Identification and traceability
	7.5.3 Identification and traceability
	

	
	7.5.3.1 Identification
	

	7.5.3q1
	(Where appropriate,) the organization shall identify the product by suitable means throughout product realization, and shall establish documented procedures for such product identification.
	How do you identify product throughout your processes?  (Verify in production, storage, segregation areas, etc.)

Can you show me documented procedures for this?
	

	
	The organization shall establish documented procedures to ensure that medical devices returned to the organization are identified and distinguished from conforming product [see 6.4 d)].
	documented procedures
	

	
	7.5.3.2 Traceability
	

	
	7.5.3.2.1 General
	

	
	The organization shall establish documented procedures for traceability.
	documented procedures for traceability
	

	
	Such procedures shall define the extent of product traceability and the records required (see 4.2.4, 8.3 and 8.5).
	
	

	7.5.3q3
	Where traceability is a requirement, the organization shall control and record the unique identification of the product (see 4.2.4).
	Can you show me unique identification records for products requiring traceability?


	

	
	NOTE In some industry sectors, configuration management is a means by which identification and traceability (are) can be maintained.
	

	
	7.5.3.2.2 Particular requirements for active implantable medical devices and implantable medical devices
	

	
	In defining the records required for traceability, the organization shall include records of all components, materials and work environment conditions, if these could cause the medical device not to satisfy its specified requirements.
	records of all components, materials and work environment conditions
	

	
	The organization shall require that its agents or distributors maintain records of the distribution of medical devices to allow traceability and that such records are available for inspection.
	
	

	
	Records of the name and address of the shipping package consignee shall be maintained (see 4.2.4).
	Records of the name and address of consignee
	

	
	7.5.3.3 Status identification
	

	7.5.3q2
	The organization shall identify the product status with respect to monitoring and measurement requirements.
	How is product inspection status identified?  (Verify in production, storage, segregation areas, etc.)
	

	
	The identification of product status shall be maintained throughout production, storage, installation and servicing of the product to ensure that only product that has passed the required inspections and tests (or released under an authorized concession) is dispatched, used or installed.
	
	

	
	7.5.4 Customer property
	

	7.5.4q1
	The organization shall exercise care with customer property while it is under the organization's control or being used by the organization. 
	Do you use any customer-owned property?  (Product, packaging, drawings, tooling, gages...)

(If so, ask questions below)
	

	7.5.4q2
	The organization shall identify, verify, protect and safeguard customer property provided for use or incorporation into the product. 
	How do you ensure that customer-owned property is identified, verified, protected, and safeguarded? 
	

	7.5.4q3
	If any customer property is lost, damaged or otherwise found to be unsuitable for use, this shall be reported to the customer and records maintained (see 4.2.4).
	If any customer property is lost, damaged etc., how is it reported to the customer?  Can you show me records regarding this?
	

	
	NOTE Customer property can include intellectual property or confidential health information.
	

	
	7.5.5 Preservation of product
	

	7.5.5q1
	The organization shall establish documented procedures or documented work instructions for preserving (preserve) the conformity of product during internal processing and delivery to the intended destination. 
	How do you preserve the conformity of product during internal processing and delivery?  

(Verify product throughout audit)

Can you show me documented work instructions or procedures for this?
	

	7.5.5q2
	This preservation shall include identification, handling, packaging, storage and protection. 


	How do identification, handling, packaging, storage and protection address the preservation of product?
	

	7.5.5q3
	Preservation shall also apply to the constituent parts of a product.


	Does this also apply to component parts?
	

	
	The organization shall establish documented procedures or documented work instructions for the control of product with a limited shelf-life or requiring special storage conditions.
	
	

	
	Such special storage conditions shall be controlled and recorded (see 4.2.4).


	
	

	
	7.6 Control of monitoring and measuring devices
	

	7.6q1
	The organization shall determine the monitoring and measurement to be undertaken and the monitoring and measuring devices needed to provide evidence of conformity of product to determined requirements (see 7.2.1).
	How do you determine the measurements to be taken and the measuring equipment needed to demonstrate conformity with requirements?
	

	7.6q2
	The organization shall establish documented procedures (processes) to ensure that monitoring and measurement can be carried out and are carried out in a manner that is consistent with the monitoring and measurement requirements.
	What process is in place to ensure that measurements are taken per the requirements?

Can you show me documented procedures for this?
	

	7.6q3a
	Where necessary ensure valid results, measuring equipment shall 

a) be calibrated or verified at specified intervals, or prior to use, against measurement standards traceable to international or national measurement standards; where no such standards exist, the basis used for calibration or verification shall be recorded;

b) be adjusted or re-adjusted as necessary;

c) be identified to enable the calibration status to be determined;

d) be safeguarded from adjustments that would invalidate the measurement result;

e) be protected from damage and deterioration during handling, maintenance and storage.
	a) How do you ensure that measuring and test equipment is calibrated or verified proper frequencies with NIST traceable standards?   If no such standards exist, where do you record the basis used for calibration or verification?

b) What process is used to adjust or re-adjust measuring and test equipment when needed?  

c) How are measuring tools identified to enable the calibration status to be determined?

d) How do you safeguard measuring equipment from adjustments that would invalidate the measurement results?

e) How do you ensure that measuring its test equipment is protected from damage and deterioration during handling, maintenance and storage?
	

	7.6q4
	In addition, the organization shall assess and record the validity of the previous measuring results when the equipment is found not to conform to requirements. 
	When equipment is found to be out of calibration, how do you assess and record the validity of the previous measuring results?
	

	7.6q5
	The organization shall take appropriate action on the equipment and any product affected. 
	What actions do you take on the equipment and any product affected?
	

	7.6q6
	Records of the results of calibration and verification shall be maintained (see 4.2.4).
	Can I see your records of the results of calibration and verification? 
	

	7.6q7
	When used in the monitoring and measurement of specified requirements, the ability of computer software to satisfy the intended application shall be confirmed. This shall be undertaken prior to initial use and reconfirmed as necessary.
	Do you use computer software for monitoring and measurement?   If so, is its ability to perform that function confirmed prior to initial use and reconfirmed as necessary?
	

	
	NOTE See ISO 10012-1 and ISO 10012-2 for guidance related to measurement management systems.
	

	
	8 Measurement, analysis and improvement
	

	
	8.1 General
	

	8.1q1
	The organization shall plan and implement the monitoring, measurement, analysis and improvement processes needed 

a) to demonstrate conformity of the product,

b) to ensure conformity of the quality management system, and 

c) to (continually improve) maintain the effectiveness of the quality management system.
	How do you plan and implement measurement, analysis and improvement processes needed 

a) to demonstrate conformity of the product?

b) to ensure conformity of the quality management system?

c) to (continually improve) maintain the effectiveness of the quality management system?
	

	8.1q2
	This shall include determination of applicable methods, including statistical techniques, and the extent of their use.
	How do you determine what monitoring measurement, and analysis methods to use, including statistical techniques?

How do you determine the extent of their use?
	

	
	NOTE National or regional regulations might require documented procedures for implementation and control of the application of statistical techniques.
	

	
	8.2 Monitoring and measurement
	

	
	8.2.1 (Customer satisfaction) Feedback
	

	8.2.1q1
	As one of the measurements of the performance of the quality management system, the organization shall monitor information relating to (customer perception as to) whether the organization has met customer requirements.  The methods for obtaining and using this information shall be determined.
	How do you obtain information about (customer perception as to) whether Organization has met customer requirements?

How is this information used?
	

	
	The organization shall establish a documented procedure for a feedback system [see 7.2.3 c)] to provide early warning of quality problems and for input into the corrective and preventive action processes (see 8.5.2 and 8.5.3).
	
	

	
	If national or regional regulations require the organization to gain experience from the post-production phase, the review of this experience shall form part of the feedback system (see 8.5.1).
	
	

	
	8.2.2 Internal audit
	

	8.2.2q1
	The organization shall conduct internal audits at planned intervals to determine whether the quality management system 

a) conforms to the planned arrangements (see 7.1), to the requirements of this International Standard and to the quality management system requirements established by the organization, and

b) is effectively implemented and maintained.
	Are internal audits being conducted at planned intervals?  Do they determine whether the QMS conforms to the requirements of ISO 9001 and to the other requirements established by Organization? (Review records to demonstrate conformance)

Do they determine whether the QMS is effectively implemented and maintained? (Review records)
	

	8.2.2q2
	An audit programme shall be planned, taking into consideration the status and importance of the processes and areas to be audited, as well as the results of previous audits. 
	Can you show me an audit plan that takes into consideration the importance of the processes and areas to be audited, and the results of previous audits?
	

	8.2.2q3
	The audit criteria, scope, frequency and methods shall be defined. 
	Where are the audit criteria, scope, frequency and methods defined?


	

	8.2.2q4
	Selection of auditors and conduct of audits shall ensure objectivity and impartiality of the audit process.  Auditors shall not audit their own work.
	Can you demonstrate that selection of auditors and the conduct of audits are objective and impartial, and that auditors don’t audit their own work?
	

	8.2.2q5
	The responsibilities and requirements for planning and conducting audits, and for reporting results and maintaining records (see 4.2.4) shall be defined in a documented procedure.
	Can you show me your internal audit procedure?

Can you show me the records of internal QMS audits?
	

	8.2.2q6
	The management responsible for the area being audited shall ensure that actions are taken without undue delay to eliminate detected nonconformities and their causes. 
	Who ensures that actions are taken to eliminate detected nonconformities and their causes?  Are they being taken care of in a timely manner?  (verify with records)
	

	8.2.2q7
	Follow-up activities shall include the verification of the actions taken and the reporting of verification results (see 8.5.2).
	What activities are done to verify the actions taken, and how are the verification results reported? 
	

	
	NOTE See ISO (10011-1, ISO 10011-2 and ISO 10011-3) 19011 for guidance related to quality auditing.
	

	
	8.2.3 Monitoring and measurement of processes
	

	8.2.3q1
	The organization shall apply suitable methods for monitoring and, where applicable, measurement of the quality management system processes. 
	What methods are used to monitor and measure the QMS processes?
	

	8.2.3q2
	These methods shall demonstrate the ability of the processes to achieve planned results. 


	Can you show that they have achieved the desired results?
	

	8.2.3q3
	When planned results are not achieved, correction and corrective action shall be taken, as appropriate, to ensure conformity of the product.
	When the desired results are not achieved, what actions are taken to ensure that the product meets requirements?
	

	
	8.2.4 Monitoring and measurement of product
	

	
	8.2.4.1 General requirements
	

	8.2.4q1
	The organization shall monitor and measure the characteristics of the product to verify that product requirements have been met. 


	What characteristics are checked to verify that product requirements have been met?
	

	8.2.4q2
	This shall be carried out at appropriate stages of the product realization process in accordance with the planned arrangements (see 7.1) and documented procedures (see 7.5.1.1).


	At what stages of the product realization process do monitoring and measuring activities take place?

Can you show me documented procedures for monitoring and measurement of product?
	

	8.2.4q3
	Evidence of conformity with the acceptance criteria shall be maintained. 


	How is evidence of conformity with acceptance criteria maintained?
	

	8.2.4q4
	Records shall indicate the person(s) authorizing release of product (see 4.2.4).


	Can you show me records that indicate who has authorized release of product to the next stage of the process? 
	

	8.2.4q5
	Product release and service delivery shall not proceed until the planned arrangements (see 7.1) have been satisfactorily completed (unless otherwise approved by a relevant authority and, where applicable, by the customer).


	How do you ensure that product is not released until the all requirements have been met?  

If product must be released prior to this, how is it approved?
	

	
	8.2.4.2 Particular requirement for active implantable medical devices and implantable medical devices
	

	
	The organization shall record (see 4.2.4) the identity of personnel performing any inspection or testing.


	Can you show me records showing the identity of personnel performing inspection or testing?
	

	
	8.3 Control of nonconforming product
	

	8.3q1
	The organization shall ensure that product which does not conform to product requirements is identified and controlled to prevent its unintended use or delivery. 
	How do you ensure that nonconforming products are identified and controlled to prevent unintended use or delivery? 

(Verify product throughout audit)
	

	8.3q2
	The controls and related responsibilities and authorities for dealing with nonconforming product shall be defined in a documented procedure.
	Can you show me a documented procedure defining the controls for dealing with nonconforming product?

Does it show responsibilities/authorities?
	

	8.3q3
	The organization shall deal with nonconforming product by one or more of the following ways: 

a) by taking action to eliminate the detected nonconformity;

b) by authorizing its use, release or acceptance under concession (by a relevant authority and, where applicable, by the customer);

c) by taking action to preclude its original intended use or application.
	When you have nonconforming product, what methods do you use to deal with it?
	

	
	The organization shall ensure that nonconforming product is accepted by concession only if regulatory requirements are met. 
	
	

	
	Records of the identity of the person(s) authorizing the concession shall be maintained (see 4.2.4).
	Can you show me records of the identity of personnel authorizing concessions?
	

	8.3q4
	Records of the nature of nonconformities and any subsequent actions taken, including concessions obtained, shall be maintained (see 4.2.4).
	Can you show me records of NC material and any actions taken?  

Are there any records of concessions obtained? 
	

	8.3q5
	When nonconforming product is corrected it shall be subject to re-verification to demonstrate conformity to the requirements.
	When nonconforming product is corrected, can you demonstrate that it is re-verified to ensure it conforms to requirements?
	

	8.3q6
	When nonconforming product is detected after delivery or use has started, the organization shall take action appropriate to the effects, or potential effects, of the nonconformity.
	When nonconforming product is detected after shipment, what actions are taken, such as containment? 

(Verify corrective action records)
	

	
	If product needs to be reworked (one or more times), the organization shall document the rework process in a work instruction that has undergone the same authorization and approval procedure as the original work instruction. 
	Can you show me rework work instructions approved by same authority as the original work instruction?
	

	
	Prior to authorization and approval of the work instruction, a determination of any adverse effect of the rework upon product shall be made and documented (see 4.2.3 and 7.5.1).
	Can you show me records of determination of adverse effects of rework?

Was the determination made prior to authorization of the work instruction?
	

	
	8.4 Analysis of data
	

	8.4q1
	The organization shall establish documented procedures to determine, collect and analyse appropriate data to demonstrate the suitability and effectiveness of the quality management system and to evaluate where continual improvement of the effectiveness of the quality management system can be made.  This shall include data generated as a result of monitoring and measurement and from other relevant sources.
	What data is collected and analyzed to demonstrate the suitability and effectiveness of the QMS and to evaluate where continual improvement of its effectiveness can be made?

Can you show me documented procedures that describe this activity?
	

	8.4q2a
	The analysis of data shall provide information relating to 

a) (customer satisfaction) feedback (see 8.2.1),

b) conformity to product requirements (see 7.2.1),

c) characteristics and trends of processes and products including opportunities for preventive action, and 

d) suppliers.
	What information does this analysis provide relating to:

· (customer satisfaction) feedback? (5.6) 

· conformity to product requirements?  (See 5.6)

· characteristics and trends of processes and products? (See 5.6)

· suppliers? (See 7.4.1)
	

	
	Records of the results of the analysis of data shall be maintained (see 4.2.4).
	
	

	
	8.5 Improvement
	

	
	8.5.1 (Continual improvement) General
	

	8.5.1q1
	The organization shall (continually improve the) identify and implement any changes necessary to ensure and maintain the continued suitability and effectiveness of the quality management system through the use of the quality policy, quality objectives, audit results, analysis of data, corrective and preventive actions and management review.
	Can you demonstrate that Organization’s QMS effectiveness continually improves?  

Can you demonstrate that Organization identifies and implements changes to ensure continued QMS effectiveness?  

What tools do you use? 

(See 5.6, 8.2.2, 8.4, 8.5.2, 8.5.3)
	

	
	The organization shall establish documented procedures for the issue and implementation of advisory notices.
	documented procedures
	

	
	These procedures shall be capable of being implemented at any time.
	
	

	
	Records of all customer complaint investigations shall be maintained (4.2.4).
	records
	

	
	If investigation determines that the activities outside the organization contributed to the customer complaint, relevant information shall be exchanged between the organizations involved (see 4.1).
	
	

	
	If any customer complaint is not followed by corrective and/or preventive action, the reason shall be authorized (see 5.5.1) and recorded (see 4.2.4).
	Record
	

	
	If national or regional regulations require notification of adverse events that meet specified reporting criteria, the organization shall establish documented procedures to such notification to regulatory authorities.
	documented procedures
	

	
	8.5.2 Corrective action
	8.5.2 Corrective action
	

	8.5.2q1
	The organization shall take action to eliminate the cause of nonconformities in order to prevent recurrence.  
	Do corrective actions records identify and address root cause(s)?

(Do root causes match actions?)
	

	8.5.2q2
	Corrective actions shall be appropriate to the effects of the nonconformities encountered.
	Are actions taken appropriate to the severity of the problem?  
	

	8.5.2q3
	A documented procedure shall be established to define requirements for

a) reviewing nonconformities (including customer complaints),

b) determining the causes of nonconformities,

c) evaluating the need for action to ensure that nonconformities do not recur,

d) determining and implementing action needed, including, if appropriate, updating documentation (see 4.2),
e) (records) recording of the results of any investigation and of action taken (see 4.2.4), and

f) reviewing the corrective action taken and its effectiveness.
	Can you show me a documented procedure defining requirements for each of the following?

a)
reviewing nonconformities (including customer complaints)

b)
determining the causes of nonconformities

c)
evaluating the need for action to ensure that nonconformities do not recur

d)
determining and implementing action needed

e)
records of the results of any investigation and of action taken

f)
reviewing the corrective action taken and its effectiveness
	

	8.5.2q4
	e) (records) recording of the results of any investigation and of action taken (see 4.2.4), and
	Can you show me records of investigation and corrective actions taken?
	

	
	8.5.3 Preventive action
	8.5.3 Preventive action
	

	8.5.3q1
	The organization shall determine action to eliminate the causes of potential nonconformities in order to prevent their occurrence. 
	How do you determine potential nonconformities to take action one?  

Do preventive action records identify and address root cause(s)?
	

	8.5.3q2
	Preventive actions shall be appropriate to the effects of the potential problems.
	Are actions taken appropriate to the severity of the problem?  
	

	8.5.3q3
	A documented procedure shall be established to define requirements for

a) determining potential nonconformities and their causes,

b) evaluating the need for action to prevent occurrence of nonconformities,

c) determining and implementing action needed,

d) (records) recording of the results of any investigation and of action taken (see 4.2.4), and

e) reviewing preventive action taken and its effectiveness.
	Can you show me a documented procedure defining requirements for each of the following? 

a) determining potential nonconformities and their causes,

b) evaluating the need for action to prevent occurrence of nonconformities,

c) determining and implementing action needed,

f) (records) recording of the results of any investigation and of action taken (see 4.2.4), and

d) reviewing preventive action taken and its effectiveness.
	

	8.5.3q4
	d) (records) recording of the results of any investigation and of action taken (see 4.2.4), and
	Can you show me records of preventive actions taken?
	


Additional audit checklist questions

	Q#
	Requirement Text
	Audit Question
	Objective Evidence
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