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There is  ?  wide v?riet? of products ?v?il?ble to consumers in the glob?l  m?r?etpl?ce.  Products routinel?  
tr?vel ?cross borders in order to meet incre?sing consumer dem?nd ?s suppliers see? to  lower cost ?nd 
e?p?nd m?r?ets.  While m?n?  products ?re s?fe ?nd ?it for intended use?  st?tistics show th?t?  e?ch ?e?r?  
millions of people suffer in?uries or illness ?  or die from uns?fe products.

While regul?tions ?nd st?nd?rds e?ist in m?n?  countries ?  ?nd industries do ?ll  the? c?n to m??e products 
s?fe ?nd ?it for intended use?  problems rel?ted to design ?l?ws ?  m?nuf?cturing defects ?  in?de?u?te 
w?rnings or instructions still  result in uns?fe products entering the m?r?etpl?ce.  In those inst?nces ?  it 
is  critic?l  th?t corrective ?ctions ?  which include rec?ll?  ?re c?rried out ?uic?l?  ?nd effectivel?.  Although 
m?n?  countries h?ve regul?tor?  re?uirements ?nd guid?nce for suppliers to conduct product rec?lls ?  
m?n?  do not.  Even in countries with well-developed re?uirements ?  rec?lls  m??  be ineffective.  As ?  result?  
there ?re inconsistencies in the ?ppro?ches to product rec?ll  ?nd other corrective ?ctions ?  ?nd products 
th?t pose he?lth or s?fet?  ris?s to consumers rem?in in the m?r?etpl?ce.

This Intern?tion?l  St?nd?rd is  designed to provide pr?ctic?l  guid?nce in determining whether corrective 
?ctions ?  including rec?lls ?  need to be c?rried out b? the supplier of consumer products.  It ?lso provides 
best pr?ctices for conducting ?  product rec?ll  if it is  necess?r?.  The guid?nce provides inform?tion ?nd 
tools  th?t suppliers of ?ll  si?es c?n use to develop ?  documented ?nd v?lid?ted product rec?ll  progr?mme 
th?t will help them implement timel?  ?nd cost-effective rec?lls ?  minimi?e leg?l  ?nd reput?tion ris?s ?  ?nd 
reduce he?lth or s?fet?  ris?s to consumers.

Although this Intern?tion?l  St?nd?rd is  intended for suppliers ?  it might ?lso help government ?gencies 
in developing or improving product rec?ll  policies ?nd guidelines.

Bro?d ?pplic?tion of this Intern?tion?l  St?nd?rd will le?d to ?  more consistent ?ppro?ch to removing 
uns?fe products from the glob?l  m?r?etpl?ce?  to  improving coordin?tion between government ?nd 
consumer products org?ni??tions in different countries ?  ?nd to incre?sing consumer con?idence in the 
s?fet?  of products ?v?il?ble in the m?r?etpl?ce.

This Intern?tion?l  St?nd?rd h?s been developed in p?r?llel with ISO 10377?  which focuses on product 
s?fet?.  The rel?tionship between this Intern?tion?l  St?nd?rd ?nd ISO 10377 is  illustr?ted in Figure 1 .
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1 Scope

This Intern?tion?l  St?nd?rd provides pr?ctic?l  guid?nce to suppliers on consumer product rec?lls  ?nd 
other corrective ?ctions ?fter the product h?s left the m?nuf?cturing f?cilit?.  Other corrective ?ctions 
include?  but ?re not limited to?  refunds ?  retro?it?  rep?ir?  repl?cement?  dispos?l  ?nd public noti?ic?tion.

This Intern?tion?l  St?nd?rd is  intended to ?ppl?  to  consumer products ?  but might ?lso be ?pplic?ble to 
other sectors.

2  ?erms and de?initions

For the purposes of this document?  the following terms ?nd de?initions ?ppl?.

2.1
consumer
individu?l  member of the gener?l  public purch?sing or using propert??  products  or services  for 
priv?te purposes

?SOURCE:  ISO 2?000:2010 ?  2 .2?

2.2
consumer product
product designed ?nd produced prim?ril?  for?  but not limited to?  person?l  use?  including its components ?  
p?rts ?  ?ccessories ?  instructions ?nd p?c??ging

?SOURCE:  ISO 10377:2013 ?  2 .2?

2.3
competent
suit?bl?  tr?ined or ?u?li?ied b?  ?nowledge ?nd pr?ctic?l  e?perience to en?ble the re?uired t?s? or t?s?s 
to be c?rried out

?SOURCE:  ISO 2284?-1:2003 ?  2 .??

2.4
corrective action
?ction intended to remove potenti?l  for h?rm ?nd to reduce ris?

Note 1  to entr?:  For the purposes of this  Intern?tion?l  St?nd?rd?  corrective ?ctions ?re referred to ?s ?rec?lls?  
bec?use the public ?nd medi?  more re?dil?  recogni?e ?nd respond to th?t description.

2.5
foreseeable misuse
improper or incorrect use of ?  product th?t is  c?p?ble of being ?nown or ?nticip?ted in ?dv?nce?  b?sed 
on ?  supplier?s best ?nowledge ?bout the product ?nd hum?n beh?viour

EXA?P?E Improper use b?  children or the elderl?.

?SOURCE:  ISO 10377:2013 ?  2 .5 ?
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2.6
foreseeable use
use of ?  product th?t is  c?p?ble of being ?nown or ?nticip?ted in ?dv?nce b?sed on ?  supplier?s best 
?nowledge ?bout the product

?SOURCE:  ISO 10377:2013 ?  2 .??

2.7
harm
ph?sic?l  in?ur?  or d?m?ge to the he?lth of people?  or d?m?ge to propert?

?SOURCE:  ISO/IEC ?uide 51:1999?  3 .3 ?  modi?ied?

2.8
hazard
potenti?l  source of h?rm

Note 1  to entr?:  The term h???rd c?n be ?u?li?ied in order to de?ine its origin or the n?ture of the e?pected h?rm (e.g.  
electric shoc? h???rd?  biologic?l h???rd?  crushing h???rd?  cutting h???rd?  to?ic h???rd?  ?ire h???rd?  drowning h???rd).

?SOURCE:  ISO/IEC ?uide 51:1999?  3 .5 ?

2.9
incident
event or defect th?t c?used or h?s the potenti?l  to c?use de?th ?  in?ur?  or propert?  d?m?ge?  with respect 
to ?  consumer product

Note 1  to entr?:  ?Incident?  might be de?ined differentl?  b? l?w in some countries.

2.10
intended use
use of ?  product in ?ccord?nce with inform?tion provided b?  the supplier

?SOURCE:  ISO/IEC ?uide 51:1999?  3 .13 ?  modi?ied?

2.11
organization
entit?  or group of people ?nd f?cilities with ?n ?rr?ngement of responsibilities ?  ?uthorities ?nd 
rel?tionships ?nd identi?i?ble ob?ectives

Note 1  to entr?:  For the purposes of this Intern?tion?l  St?nd?rd?  org?ni??tion does not include government ?cting 
in its  sovereign role to cre?te ?nd enforce l?w?  e?ercise ?udici?l ?uthorit??  c?rr?  out its  dut?  to est?blish polic?  in 
the public interest or honour the intern?tion?l  oblig?tions of the st?te.

?SOURCE:  ISO 2?000:2010 ?  2 .12 ?  modi?ied?

2.12
product recall
corrective ?ction t??en post production to  ?ddress  consumer he?lth or s?fet?  issues  ?ssoci?ted 
with ?  product

2.13
risk
combin?tion of the prob?bilit?  of occurrence of h?rm ?nd the severit? of th?t h?rm

?SOURCE:  ISO/IEC ?uide 51:1999?  3 .2?

2.14
risk analysis
s?stem?tic use of ?v?il?ble inform?tion to identif? h???rds ?nd to estim?te the ris?

?SOURCE:  ISO/IEC ?uide 51:1999?  3 .10?
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2.15
risk assessment
over?ll  process comprising ?  h?rm ?nd ?  ris? ev?lu?tion

?SOURCE:  ISO/IEC ?uide 51:1999?  3 .12?

2.16
risk evaluation
procedure b?sed on the ris? ?n?l?sis to determine whether the toler?ble ris? h?s been ?chieved

?SOURCE:  ISO/IEC ?uide 51:1999?  3 .11?

2.17
risk management
coordin?ted ?ctivities to direct ?nd control ?n org?ni??tion with reg?rd to ris?

?SOURCE:  ISO ?uide 73:2009?  2 .1?

2.18
safety
freedom from un?ccept?ble ris?

?SOURCE:  ISO/IEC ?uide 51:1999?  3 .1?

2.19
supplier
org?ni??tion or person th?t provides ?  product or service

EXA?P?E Designer?  producer/m?nuf?cturer?  importer?  distributor?  or ret?iler of ?  product.

?SOURCE:  ISO 9000:2005 ?  3 .3 .? ?  modi?ied?

2.20
supply chain
networ? th?t designs ?  m?nuf?cturers ?  imports ?  distributes ?nd sells  ?  product

?SOURCE:  ISO 10377:2013 ?  2 .25 ?

2.21
tolerable risk
ris? which is  ?ccept?ble for ?  speci?ic user group b?sed on the current v?lues of societ?

Note 1  to entr?:  For the purposes of this  Intern?tion?l St?nd?rd?  the terms ??ccept?ble ris??  ?nd ?toler?ble ris??  
?re considered to be s?non?mous.

?SOURCE:  ISO/IEC ?uide 51:1999?  3 .7?  modi?ied?

2.22
traceability
?bilit? to  tr?c? ?  product or component forw?rd through speci?ied st?ges of the suppl?  ch?in to the user?  
?nd tr?ce b?c? the histor??  ?pplic?tion or loc?tion of th?t product or component

?SOURCE:  ISO 9000:2005 ?  3 .5 .4?  modi?ied?

2.23
user
person who inter?cts with the product or service
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2.24
vulnerable consumer
consumer who could be ?t gre?ter ris? of h?rm from products due to their ?ge?  level of liter?c??  ph?sic?l  
condition or limit?tions ?  or in?bilit? to  ?ccess product s?fet? inform?tion

?SOURCE:  ISO 10377:2013 ?  2 .30?

3  Purpose and principles

The purpose of this Intern?tion?l  St?nd?rd is  to help suppliers develop?  implement ?nd improve ?  
product rec?ll  progr?mme in order to reduce ris? c?used b? uns?fe products in the m?r?etpl?ce.

A product rec?ll progr?mme is ?  ?e?  element of the supplier?s over?ll  product s?fet? progr?mme. 
Suppliers should demonstr?te their commitment to consumer product s?fet? b? ?dhering to the principles 
documented in this Intern?tion?l  St?nd?rd ?nd in ISO 10377.  These principles include the following:

— developing ?nd m?int?ining ?ppropri?te processes ?nd s?stems to prevent product-rel?ted 
incidents th?t could le?d to ?  rec?ll ?  including ?ddressing product s?fet?  ris?s ?t the design st?ge 
?nd ?lloc?ting ?ppropri?te resources for ?u?lit?  m?n?gement?  tr?ining ?  records m?n?gement ?nd 
product tr?ce?bilit??

— ?  commitment to the prompt ?nd effective implement?tion of ?  product rec?ll  when it is  ?ssessed 
th?t ?  product is  li?el?  to  pose ?  he?lth or s?fet? ris? to  consumers?

— promoting ?  product s?fet? culture b? building ?w?reness of the import?nce of product s?fet??  ensuring 
product s?fet? progr?mmes ?re supported ?nd continu?ll? improving its product s?fet? progr?mme?

— promoting ?  product s?fet?  culture to others within its  suppl?  ch?in?

— est?blishing ?nd m?int?ining compli?nce with ?ll  ?pplic?ble l?ws ?  regul?tions ?nd st?nd?rds.

4 General requirements

4.1 General

All suppliers should be prep?red to conduct ?  product rec?ll.  The supplier should h?ve in pl?ce ?  product 
rec?ll  pl?n th?t includes the following:

— the rec?ll  polic?  (see 4.2) ?

— ?n outline of the document?tion ?nd records th?t will  be cre?ted ?nd m?int?ined (see 4.3) ?

— ?n outline of the leg?l ?  industr? ?nd regul?tor?  re?uirements (see 4.4) ?

— identi?ic?tion ?nd e?pl?n?tion of the roles ?nd responsibilities of the rec?ll m?n?gement te?m (see 4.5) ?

— ?  description of the tr?ining ?nd e?ercise re?uirements for members of the rec?ll  m?n?gement 
te?m (see 4.7) ?

— guid?nce on how product incidents will be investig?ted ?nd ?  decision m?de on whether ?  rec?ll  is  
necess?r?  (see Cl?use 5) ?

— identi?ic?tion of the resources re?uired ?nd processes used to implement ?  rec?ll  (see Cl?use ?) ?

— est?blishing the re?uirement for continu?l  improvement of the supplier ?s processes (see Cl?use 7) .

4.2  Policy

The supplier should develop ?nd m?int?in ?  product rec?ll  polic?  ?nd identif?  how decisions will be 
m?de to c?rr?  out ?  product rec?ll.  The polic? should cont?in ?  simple?  cle?r ?nd precise commitment 
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b?  the supplier to ensure th?t products which present?  or which h?ve the potenti?l  to  present?  ris?s or 
h???rds to consumers ?re effectivel?  removed from the m?r?etpl?ce?  or th?t s?fet? or he?lth issues or 
concerns ?re corrected.

4.3  Documentation and record keeping

??n?gement should est?blish procedures to control ?nd m?int?in ?ll  documents ?nd record d?t?  
rel?ting to the rec?ll  progr?mme for continu?l  improvement?  d?t?  ?n?l?sis ?nd f?cilit?tion of incident 
investig?tion ?  product identi?ic?tion ?nd tr?ce?bilit??  such ?s the following:

— ?  cop?  of the rec?ll  polic?  ?nd procedures?

— records of tr?ining ?nd ?ssessment of emplo?ee competenc??

— records of consumer compl?ints ?nd product s?fet?  incidents?

— records of ris? ?ssessment?  which m??  include test reports ?  ?nd ris? ?n?l?sis?

— records of the rec?ll  decision?

— records of communic?tion ?  including the communic?tion pl?n?  m?teri?ls ?  methods used ?nd d?tes?

— evidence of the effectiveness of the rec?ll ?  including return r?tes ?  effectiveness per method of 
communic?tion ?nd evidence to show th?t the rec?ll  is  wor?ing?

— ?in?nci?l  records?

— records of rep?ir?  refurbishment or dispos?l.

4.4 Regulatory requirement

The supplier should identif??  monitor?  underst?nd ?nd compl?  with ?pplic?ble legisl?tive?  regul?tor?  ?nd 
st?nd?rd re?uirements for rec?lls ?  in ?ll  m?r?ets where ?  consumer product is  produced or sold.

4.5  Expertise required to manage a recall

The supplier should ensure th?t it h?s the e?pertise to investig?te the incident?  to  ?ssess the ris??  to  m??e 
the rec?ll  decision ?nd to c?rr?  out the rec?ll.  In l?rger suppliers ?  this m??  re?uire the est?blishment of 
?  rec?ll  m?n?gement te?m m?de up of st?ff from ?  r?nge of function?l  ?re?s.

Reg?rdless of si?e ?  suppliers m??  need outside ?ssist?nce from ?dvisors ?nd consult?nts.  Arr?ngements 
should be m?de with ?dvisors ?nd consult?nts so th?t the?  c?n develop ?n underst?nding of its  rec?ll  
progr?mme before ?n incident occurs.

The ob?ectives of the people responsible for m?n?ging the rec?ll  ?re ?s follows:

— ?ssess ?ll  ?v?il?ble inform?tion ?nd determine the ?ctions necess?r?  to  do the following:

— protect the he?lth or s?fet?  of consumers?

— m?int?in rel?tionships with consumers ?nd st??eholders?

— protect the reput?tion of the supplier?

— ful?il  ?ll  relev?nt leg?l  oblig?tions (e.g.  m?nd?tor?  reporting)  in ?ll  countries of distribution?

— li?ise with relev?nt government ?nd industr?  ?uthorities?

— ensure th?t ?e?  st??eholders ?re ?ept informed of the supplier?s decisions ?nd ?ctions ?  including 
forthcoming medi?  communic?tions?
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— ensure th?t decisions ?nd rec?ll  ?ctions ?re implemented effectivel?  with le?st disruption to the 
norm?l  oper?tion of the supplier?s d??-to-d??  business.

T?ble 1  lists  the t?pic?l  e?pertise re?uired for ?  product rec?ll.

4.6 Authority for key decision

The supplier should identif?  the person or people who h?ve the ?uthorit?  to  m??e the decision to 
rec?ll  the product.

The ?e?  decisions th?t m??  need to be m?de ?re ?s follows:

— m??e ?  product rec?ll  decision ?nd determine the scope of th?t rec?ll ?  ?s discussed in 5 .1 ?

— stop production ?nd pl?ce product on hold during ?  product rec?ll  investig?tion?  ?s discussed in 5 .3 ?

— stop the s?le of ?  product ?t ?n?  point in the suppl?  ch?in?  ?s discussed in 5 .??

— notif?  the regul?tor(s)  ?bout ?  product rec?ll  incident?  compl?  with ?pplic?ble regul?tor?  
re?uirements ?  ?nd report the progress of the rec?ll  to  regul?tor(s) ?  ?s discussed in ? .3 .3 ?

— notif?  the suppl?  ch?in ?bout ?  product rec?ll  incident?  ?s discussed in ? .3 .4?

— communic?te to  consumers ?bout ?ctions th?t should be t??en during ?  product rec?ll ?  ?s 
discussed in ? .3 .5 ?

— e?ecute the logistic?l  re?uirements of the product rec?ll?  ?s discussed in ? .4?

— ?ssess the effectiveness of the rec?ll to m??e recommend?tions ?bout its progress ?  ?s discussed in ? .??

— bring ?n end to the monitoring ph?ses of the product rec?ll  b?  the regul?tor ?nd ce?se ?ctive rec?ll  
oper?tions ?  ?s discussed in ? .7.2 .

4.7 Training and recall simulation

The st?ff responsible for the rec?ll  should be f?mili?r with the supplier ?s product rec?ll  pl?n ?nd h?ve 
the c?p?bilities ?nd person?l  ?ttributes needed to implement the rec?ll.

Pl?nning ?  tr?ining ?nd conducting rec?ll  simul?tions will help to better prep?re people for ?  rec?ll  
?nd ?lso incre?se the li?elihood th?t ?greed processes ?re implemented ?uic?l?  ?nd effectivel? under 
conditions th?t c?n be stressful.  In ?ddition?  these ?ctivities m??  be re?uired to meet contr?ctu?l?  leg?l  
?nd insur?nce re?uirements.
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Table 1  — Typical expertise required for product recall

Expertise required Activities or responsibilities

Rec?ll coordin?tion ?nd 
le?dership

First point of cont?ct for incidents

Initi?l sorting ?nd esc?l?tion of the incident

Ensure noti?ic?tions ?re m?de to ?ppropri?te people

??ther people with the ?ppropri?te e?pertise

F?cilit?te meetings ?nd ensure re?uired ?ctions ?re c?rried out

Ensure inform?tion needed is  collected in ?  timel? m?nner ?nd ?ppropri?te people 
?re upd?ted regul?rl?

Ensure timel? decisions ?re m?de

Ensure ?ll  communic?tions ?re consistent ?nd controlled

Ensure ?ppropri?te e?tern?l  noti?ic?tions ?nd brie?ings ?re performed

Ensure ?ll re?uired reports ?re prep?red ?nd distributed

F?cilit?te continu?l improvement process ?nd ensure follow up responsibilities ?re 
deleg?ted

Technic?l/Engineering ?e?d the investig?tion of the rec?ll  incident

Review intern?l  records ?  ?u?lit?  s?stems ?nd tr?ce?bilit?  of the ?ffected product

Est?blish cont?ct with l?bor?tories ?nd testing ?uthorities ?nd other e?perts per-
forming the ris? ?n?l?sis or ris? ?ssessment

?e?d the ris? ?n?l?sis or ris? ?ssessment process

Act ?s ?  l i?ison with suppliers

Provide technic?l ?dvice ?bout the product to the te?m

P?rticip?te in the rec?ll decision

Oper?tions ??ther distribution records ?  ensure the?  ?re ?ccur?te ?nd cre?te distribution reg-
ister

??n?ge collection?  retriev?l ?  repl?cement?  rep?ir ?nd dispos?l  of product

Ensure ?ccur?te records ?re ?ept to me?sure rec?ll  effectiveness

??n?ge the logistic?l  re?uirements necess?r?  to remove product from the m?r-
?etpl?ce ?  to rep?ir or repl?ce product in the m?r?etpl?ce ?nd to destro? defective 
product th?t w?s the sub?ect of the rec?ll

S?les ?nd m?r?eting/ 
Accounts

Est?blish ?nd m?int?in li?ison with ?ffected consumers

Ensure consumer en?uiries ?nd concerns ?re ?ddressed in ?  timel? m?nner

Est?blish consumer needs for repl?cement products ?nd ?rr?nges credits ?  refunds ?  
or repl?cements for the sub?ect product

P?rticip?te in the rec?ll decision

Fin?nce/ 
Ris? m?n?gement

Estim?te costs of proposed ?ctions ?  sources of funding ?nd potenti?l  imp?ct on 
business

Notif?  insurer where re?uired

Est?blish budget ?nd monitor costs

?eep records for cl?ims

Wor? with s?les ?  m?r?eting/?ccounts to ?rr?nge credits ?nd refunds

P?rticip?te in the rec?ll decision
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Expertise required Activities or responsibilities

?eg?l  counsel Ensure compli?nce with regul?tors ?  re?uirements

Ensure compli?nce with contr?ctu?l  re?uirements with bu?ers ?nd licensors

Provide ?dvice to minimi?e org?ni??tion?s li?bilities ?rising from rec?ll  decision 
?nd from d??-to-d?? e?ecution of rec?ll  pl?n

P?rticip?te in the rec?ll decision

Communic?tions Identif?  ?e?  ?udiences ?  with speci?l  focus in vulner?ble groups

Assist in the development of the communic?tion str?teg?  ?nd ?e? mess?ges

Est?blish ?nd m?n?ge resources to h?ndle en?uiries (c?ll  centre ?  product rec?ll 
consult?nt)

Prep?re communic?tions ?nd g?in ?pprov?l  for rele?se

?onitor cl?rit?  ?nd usefulness of communic?tions ?nd recommend ?n? ch?nges 
necess?r?  to improve effectiveness.

A supplier should do the following:

— identif? the people ?nd org?ni??tions th?t m?? be needed to c?rr? out rec?ll ?ctivities ?  provide them 
with the rec?ll pl?n ?nd m??e them ?w?re of their responsibilities ?nd ?uthorit? to ?ct during ?  rec?ll?

— tr?in people so th?t the?  underst?nd their responsibilities ?nd h?ve the s?ills  to c?rr? out those 
responsibilities during ?  product rec?ll ?

— pr?ctise the implement?tion of the rec?ll  pl?n through ?  simul?ted rec?ll?  in order to verif?  th?t the 
rec?ll  pl?n is  li?el?  to  be useful in ?  re?l  rec?ll  situ?tion?

— document ?nd implement wh?t h?s been le?rned from the simul?tion to improve the rec?ll progr?mme?

— conduct ongoing reviews of the rec?ll  progr?mme ?nd simul?tions ?  in order to ?eep it current ?nd 
effective ?nd to ret?in ?nd improve s?ills  for preventing ?nd m?n?ging rec?lls.

It m??  be dif?icult for sm?ller org?ni??tions to conduct ?  rec?ll  simul?tion.  In such c?ses ?  ?e?  m?n?gers 
should review their rec?ll  pl?n ?nnu?ll?  ?nd discuss potenti?l  incidents ?nd how the pl?n will  be 
implemented if ?  rec?ll  becomes necess?r?.  This should include involvement of ?n e?tern?l  consult?nt 
or ?dvisor whose e?pertise h?s been identi?ied ?s necess?r?  (see T?ble 1) .

5 Assessing the need for a product recall

5.1 General

In order to determine the need for ?  product rec?ll ?  the supplier should h?ve in pl?ce ?  process for ?cting 
upon receipt of inform?tion th?t ?  product h?s cre?ted h?rm?  or h?s the potenti?l  to  cre?te h?rm?  in 
?ccord?nce with 5 .2  to 5 .? ?  ?s illustr?ted in the ?lowch?rt in Figure 2 ?  ?nd the timeline re?uired b?  the 
?pplic?ble regul?tor?  re?uirements.

Table 1  (continued)
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5.2  Incident noti?ication

5.3  Incident investigation

5.4 Assess the risk

5.5  Traceability

5.6 Product recall decision

Figure 2  — Assessing the need for product recall

For situ?tions where ver? serious in?ur? or subst?nti?l propert? d?m?ge could occur?  consider?tion should 
be given to implementing ?  product rec?ll?  even if the prob?bilit? of ris? c?nnot be ?ccur?tel? determined.

5.2  Incident noti?ication

Suppliers should h?ve in pl?ce ?  s?stem for collecting inform?tion on product incidents ?nd communic?ting 
these to st??eholders ?  ?s necess?r?.

As re?uired b?  regul?tor?  re?uirements ?nd contr?ctu?l  oblig?tions ?  the supplier should notif? 
regul?tors ?  certi?ic?tion bodies ?nd other org?ni??tions of reports th?t ?  product h?s cre?ted h?rm?  or 
h?s the potenti?l  to cre?te h?rm.

5.3  Incident investigation

The supplier should est?blish ?  process for investig?ting product incidents or potenti?l  incidents.  The 
process will gener?ll?  include the following steps:

— document the ?e?  elements of the investig?tion?  including the ?indings ?nd the ?ctions t??en?

— conduct ?n initi?l  ?ssessment to determine the urgenc?  ?nd the priorit?  of the investig?tion?

— ?ssign competent st?ff to conduct the investig?tion?

— determine if the incident report is  v?lid ?nd ?ccur?te?  which could ?lso involve ?c?uiring the ?ctu?l  
product or ?  s?mple to use for testing ?nd review purposes?

— determine if the product report is  v?lid ?nd ?ccur?te?  which could ?lso involve ?c?uiring the 
?ctu?l  product or ?  s?mple to use for testing ?nd review purposes ?  in ?ccord?nce with ?ppropri?te 
s?mpling procedures?

— identif? the root c?use for the defect th?t cre?ted the h?rm or potenti?l  h?rm?  ?nd use this 
inform?tion in the continu?l  improvement process outlined in ISO 10377?  in ?ddition?  the supplier 
should determine if the defect is  common to other products ?nd therefore re?uire th?t simil?r 
rec?lls  be implemented?

— ?ssess the ris? in ?ccord?nce with 5 .4?

— determine if there h?ve been ?n?  other incidents reg?rding the product in ?uestion?  including those 
rel?ted to simil?r products.
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