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INTERNATIONAL ELECTROTECHNICAL COMMISSION  

____________ 

 
GOOD REFURBISHMENT PRACTICES  
FOR MEDICAL IMAGING EQUIPMENT  

 
FOREWORD 

1 )  The  I n ternati onal  E lectrotechn i cal  Commiss ion  ( I EC)  i s  a  worl dwide  organ ization  for standard ization  compris i ng  
a l l  n ational  e l ectrotechn ical  commi ttees  ( I EC National  Commi ttees).  The  object  of I EC i s  to  promote  
i n ternati ona l  co-operation  on  a l l  q uestions  concern i ng  standard i zati on  i n  the  e l ectri cal  and  e l ectron ic fi e l ds.  To  
th i s  end  and  i n  add i ti on  to  other acti vi ti es,  I EC  publ i shes  I n ternational  Standards,  Techn ical  Speci fi cati ons,  
Techn ical  Reports ,  Publ i cl y Avai l abl e  Speci fi cati ons  (PAS)  and  Gu ides  (hereafter referred  to  as  “ I EC  
Publ i cation (s )” ) .  Thei r preparation  i s  en trusted  to  techn ical  commi ttees;  any I EC  Nati onal  Commi ttee  i n terested  
i n  the  subj ect  deal t  wi th  may parti ci pate  i n  th i s  preparatory work.  I n ternational ,  governmental  and  non -
governmental  organ izations  l i a i s i ng  wi th  the  I EC a l so  parti cipate  i n  th i s  preparation .  I EC col l aborates  cl osel y 
wi th  the  I n ternational  Organ i zation  for Standard ization  ( I SO)  i n  accordance  wi th  cond i t i ons  determ ined  by 
agreement between  the  two  organ i zati ons.  

2)  The  formal  decis ions  or ag reements  of I EC on  techn ical  matters  express,  as  nearl y  as  possib le,  an  i n ternati onal  
consensus  of opi n ion  on  the  rel evant  sub jects  s i nce  each  techn ical  commi ttee  has  representati on  from  a l l  
i n terested  I EC National  Committees.   

3)  I EC Publ i cations  have  the  form  of recommendations  for i n ternational  use  and  are  accepted  by  I EC National  
Commi ttees  i n  that  sense.  Whi l e  a l l  reasonable  efforts  are  made  to  ensure  that  the  techn ical  content  of I EC  
Publ i cations  i s  accu rate,  I EC  cannot  be  hel d  responsi ble  for the  way i n  wh ich  they are  used  or for any 
m i s i n terpretation  by any end  u ser.  

4)  I n  order to  promote  i n ternational  u n i form i ty,  I EC National  Comm i ttees  undertake  to  app ly I EC Pub l i cations  
transparentl y to  the  maximum  extent  poss ible  i n  the i r national  and  reg i onal  publ i cati ons.  Any d i vergence  
between  any I EC Pub l i cation  and  the  correspond i ng  national  or reg i onal  publ i cati on  shal l  be  cl earl y i n d icated  i n  
the  l atter.  

5)  I EC i tsel f d oes  not  provi de  any attestation  of conform i ty.  I n dependent  certi fi cati on  bod ies  provi de  conform i ty 
assessment  services  and ,  i n  some  areas,  access  to  I EC marks  of conform i ty.  I EC i s  not  responsi ble  for any 
services  carri ed  ou t  by i ndependent certi fi cation  bod i es .  

6)  Al l  u sers  shou ld  ensure  that  they have  the  l atest  ed i ti on  of th i s  publ i cati on .  

7)  No  l i abi l i ty shal l  attach  to  I EC  or i ts  d i rectors,  employees,  servants  or agen ts  i ncl ud ing  i n d ivi dual  experts  and  
members  of i ts  techn ical  comm i ttees  and  I EC  Nati onal  Commi ttees  for any personal  i n j u ry,  property  damage  or 
other damage  of any natu re  whatsoever,  whether d i rect  or i nd i rect,  or for costs  ( i ncl ud i ng  l egal  fees)  and  
expenses  ari s i ng  ou t  of the  publ i cation ,  use  of,  or re l i ance  upon ,  th i s  I EC Publ i cati on  or any other I EC  
Publ i cations.   

8)  Atten tion  i s  d rawn  to  the  Normative  references  ci ted  i n  th i s  publ i cation .  Use  of the  referenced  publ i cations  i s  
i nd i spensable  for the  correct appl i cati on  of th i s  publ i cation .  

9)  Atten tion  i s  d rawn  to  the  poss ib i l i ty that  some  of the  e l ements  of th i s  I EC Publ i cation  may be  the  subject  of 
patent  ri gh ts.  I EC shal l  not  be  hel d  responsibl e  for i den ti fyi ng  any or a l l  such  patent  ri gh ts.  

A PAS is  a  techn ical  speci fication  not fu l fi l l i ng  the  requ i rements  for a  s tandard ,  bu t made  
avai l ab le  to  the  publ ic.  

I EC PAS 63077  has  been  processed  by subcommittee  62B:  D iagnostic imag ing  equ ipment,  of 
I EC techn ical  committee  62 :  E lectrica l  equ ipment i n  med ical  practice.  

The  text  of th i s  PAS  i s  based  on  the  
fol l owing  document:  

Th i s  PAS  was  approved  for 
publ i cation  by the  P-members  of the  
comm i ttee  concerned  as  i nd icated  i n  

the  fol l owi ng  document 

Draft PAS  Report on  voting  

62B/1 022/PAS  62B/1 030/RVC 

 
Fol lowing  publ ication  of th is  PAS,  wh ich  is  a  pre-standard  publ ication ,  the  techn ical  comm ittee  
or subcommittee  concerned  may transform  i t  i n to  an  I n ternational  Standard .  

International  Electrotechnical  Commission

 



 – 4  – I EC PAS  63077:201 6  © I EC  201 6  

Th is  PAS shal l  remain  val i d  for an  i n i ti a l  maximum  period  of 3  years  starting  from  the  
publ ication  date.  The  val i d i ty may be  extended  for a  s ing le  period  up  to  a  maximum  of 
3  years,  at the  end  of wh ich  i t  shal l  be  publ ished  as  another type  of normative  document,  or 
shal l  be  wi thdrawn .  

 

International  Electrotechnical  Commission

 



I EC PAS  63077:201 6  © I EC  201 6  – 5  –  

INTRODUCTION  

Keeping  up  wi th  the  l atest i nnovations  i n  med ica l  technology often  involves  replacing  
equ ipment i n  med ica l  practice  before  i t  reaches  the  end  of i ts  expected  service  l i fe.  Th is  i s  
because  i nnovation  cycles  for med ical  technology are  much  shorter than  the  functional  
l i fecycle  of capi ta l  equ ipment.  As  a  resu l t,  a  sustainable  resource  management model  i s  
requ ired :  earl y replacement of i nsta l led  med ica l  imag ing  equ ipment by newer technology is  
more  econom ical l y feas ib le  i f the  res idual  va lue  of the  existing  med ica l  imag ing  equ ipment i s  
u ti l i zed .  

Conserving  assets  i s  a  fundamenta l  pri ncip le  of ecolog ical  th i nking  in  a  recycl i ng  economy.  
Several  med ical  imag ing  equ ipment compan ies  have  a l ready set up  qual i ty management 
systems  to  refurbish  used  med ica l  imag ing  equ ipment and  have  del ivered  th is  refurbished  
equ ipment across  the  heal thcare  sector for many years.  Refurbishment addresses  the  h igh  
demand  for affordable  and  re l i ab le  products.  Customers  of th is  used  equ ipment are  not on l y 
smal l  hospi ta ls  wi th  l im i ted  budgets  bu t a lso  l ead ing  med ica l  i nsti tu tes.  The  EU  and  the  US  
represent by far the  two l argest markets  for refurbished  med ica l  equ ipment.  Refurbishment of 
used  med ica l  imag ing  equ ipment i s  a  wel l -establ ished  e lement of the  heal thcare  economy.  

I f used  med ical  imag ing  equ ipment i s  not accuratel y main tained  accord ing  to  requ i rements  
defined  by the  manufacturer,  i t  may resu l t  i n  add i ti onal  risk for patients  and  operators.  
Consequentl y,  some countries  have  imposed  bans  on  the  importation  of u sed  med ical  imag ing  
equ ipment to  protect  publ ic heal th .  These  bans  fai l  to  d isti ngu ish  between  qual i ty-assured  
refurbished  med ical  imag ing  equ ipment and  second-hand  med ical  imag ing  equ ipment of 
undefined  qual i ty,  wi th  the  effect that patients  may be  den ied  access  to  the  safe  and  
econom ical  med ica l  imag ing  equ ipment they need .  

Safety and  effecti veness  are  the  most importan t aspects  to  consider wi th  med ica l  imag ing  
equ ipment,  i nclud ing  used  equ ipment.  To  ensure  safety and  effectiveness,  used  med ical  
imag ing  equ ipment has  to  be  refurbished  i n  a  h i gh l y specia l i zed  and  qual i ty-assured  way.  
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GOOD REFURBISHMENT PRACTICES  
FOR MEDICAL IMAGING  EQUIPMENT 

 
 
 

1  Scope 

This  document describes  and  defines  the  process  of refurbishment of used  med ical  imag ing  
equ ipment and  appl ies  to  the  restoring  of used  med ical  imag ing  equ ipment to  a  cond i ti on  of 
safety and  effecti veness  comparable  to  that of new equ ipment.  Th is  restoration  i ncludes  
actions  such  as  repair,  rework,  software/hardware  updates,  and  the  replacement of worn  parts  
wi th  orig inal  parts.  Th is  document enumerates  the  actions  that must be  performed  and  the  
manner consisten t wi th  product speci fications  and  service  procedures  requ i red  to  ensure  that 
the  refu rbishment of med ical  imag ing  equ ipment i s  done  wi thout chang ing  the  fi n ished  
med ical  imag ing  equ ipment’s  performance,  safety speci fications,  or i n tended  use  accord ing  to  
i ts  ori g i nal  or appl icable  val i d  reg istration .  

2  Normative references  

The fol l owing  documents  are  referred  to  i n  the  text in  such  a  way that some or a l l  of thei r 
con ten t consti tu tes  requ irements  of th is  document.  For dated  references,  on l y the  ed i tion  
ci ted  appl i es.  For undated  references,  the  l atest ed i tion  of the  referenced  document ( i nclud ing  
any amendments)  appl i es.  

I SO 1 3485: 201 6,  Medical devices – Quality management systems – Requirements for 
regulatory purposes  

I SO  1 4971 : 2007,  Medical devices – Application of risk management to medical devices  

3 Terms and  defin i tions  

For the  purposes  of th is  document,  the  fo l l owing  terms  and  defin i tions  apply.  

I SO and  I EC main tain  term inolog ica l  databases  for use  i n  standard ization  at the  fol l owing  
addresses:  

•  I EC  E lectroped ia:  avai lable  at  h ttp: //www.electroped ia. org /  

•  I SO  On l ine  browsing  p latform :  avai l ab le  at h ttp: //www. iso. org/obp  

3. 1   
expected  service  l i fe  
time period  speci fied  by the  manufacturer during  wh ich  the  med ical  e l ectrica l  equ ipment or 
med ica l  e lectrica l  system  is  expected  to  remain  safe  for use  ( i . e.  main tain  basic  safety and  
essentia l  performance)  

Note  1  to  en try:  Ma in tenance  can  be  necessary d u ri ng  the  expected  service  l i fe.  

[SOURCE:  I EC 60601 -1 : 2005/AMD1 :201 2,  3. 28]  

3.2   
in tended  use  
in tended  purpose  
use  for wh ich  a  product,  process,  or service  i s  in tended  accord ing  to  the  speci fications,  
i nstructions  and  i n formation  provided  by the  manufacturer 
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Note  1  to  en try:  I n tended  use  shou l d  not  be  confused  wi th  normal  use.  Wh i l e  both  i ncl ude  the  concept  of use  as  
i n tended  by the  manufactu rer,  i n tended  use  focuses  on  the  med ical  pu rpose  wh i l e  normal  use  i ncorporates  not  on l y  
the  med ical  pu rpose,  bu t  main tenance,  transport,  etc.  as  wel l .  

[SOURCE:  I EC 60601 -1 : 2005/AMD1 :201 2,  3. 44]  

3.3   
manufacturer 
natural  or l egal  person  wi th  responsibi l i ty for the  design ,  manufacture,  packag ing ,  l abel l i ng ,  
assembl ing ,  or adapting  med ical  imag ing  equ ipment,  regard less  of whether these  operations  
are  performed  by that person  or on  that person 's  behal f by a  th i rd  party 

Note  1  to  en try:  I SO  1 3485: 201 6  defi nes  “ l abel l i ng ”  as  “wri tten ,  pri n ted  or g raph ic  matter as:  

a)  affi xed  to  a  med ical  d evice  or any of i ts  containers  or wrappers,  or 

b)  accompanying  a  med ical  d evice,  

rel ated  to  i denti fi cation ,  techn i cal  descripti on ,  and  use  of the  med ical  device,  bu t  exclud ing  sh ippi ng  documents.  I n  
th i s  document,  that  material  i s  descri bed  as  markings  and  accompanyi ng  document.  

Note  2  to  en try:  Adapti ng  i ncl udes  making  substan ti a l  mod i fi cations  to  med ical  imag ing  equ ipment  a l ready i n  use.  

Note  3  to  en try:  I n  some j u ri sd icti ons,  the  responsible  refu rbi sher can  be  consi dered  a  manufacturer when  
i nvolved  i n  the  acti vi ti es  descri bed .  

Note  4  to  en try:  Adapted  from  I SO  1 4971 : 2007,  2 . 8.  

[SOURCE:  I EC 60601 -1 : 2005/AMD1 :201 2,  3 . 55,  mod i fied  – The  defin i tion  and  Note  2  have  
been  reworded . ]  

3.4   
med ical  imag ing  equ ipment 

medical  e lectrical  equ ipment that provides  images  for cl i n ical  appl ications  

Note  1  to  en try:  See  I EC 60601 -1 : 2005/AMD1 : 201 2,  3 . 63  for a  defi n i ti on  of med ical  e l ectri cal  equ i pment.  

3.5   
normal  use  
operation ,  i ncl ud ing  rou tine  inspection  and  ad j ustmen ts  by any operator,  and  stand -by,  
accord ing  to  the  i nstructions  for use  

Note  1  to  en try:  Normal  use  shou ld  not  be  confused  wi th  i n tended  use.  Wh i l e  both  i ncl ude  the  concept of use  as  
i n tended  by the  manufactu rer,  i n tended  use  focuses  on  the  med ical  pu rpose  wh i l e  normal  use  i ncorporates  not  on l y  
the  med ical  pu rpose,  bu t  main tenance,  transport,  etc.  as  wel l .  

[SOURCE:  I EC 60601 -1 : 2005/AMD1 :201 2,  3. 71 ]  

3.6   
operator 
person  hand l ing  the  med ical  imag ing  equ ipment  

[SOURCE:  I EC 60601 -1 : 2005/AMD1 : 201 2,  3 . 73,  mod i fied  – The  defin i tion  has  been  
reworded . ]  

3.7   
refurbisher 

natura l  or legal  person  who  conducts  refurbishment of med ica l  imag ing  equ ipment  

3.8   
patient  

l i ving  being  (person  or an imal )  undergoing  a  med ical ,  surg ica l  or den tal  procedure  

Note  1  to  en try:  A patien t  can  be  an  operator.  
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[SOURCE:  I EC 60601 -1 : 2005/AMD1 :201 2,  3. 76]  

3.9   
process  

set of i n ter-related  or i n teracti ng  activi ti es  wh ich  transforms inputs  in to  ou tputs  

[SOURCE:  I EC 60601 -1 : 2005/AMD1 :201 2,  3. 89]  

3. 1 0   
refurbishment  
process  or combination  of processes  appl ied  during  the  expected  service  l i fe  to  restore  used  
med ical  imag ing  equ ipment to  a  cond i tion  of safety and  effecti veness  comparable  to  when  
new 

Note  1  to  en try:  Refu rb ishment can  i ncl ude  acti vi ti es  such  as  repai r,  rework,  repl acement of worn  parts ,  and  
update  of software/hardware  bu t  shal l  n ot  i ncl ude  acti vi ti es  that  resu l t  i n  regu l atory subm iss ions.  

3. 1 1   
repai r 

means  for restoring  to  a  safe,  functional ,  normal  cond i ti on  

[SOURCE:  I EC 62353: 201 4,  3 . 39]  

3. 1 2   
rework 
action  taken  on  a  nonconform ing  product so  that i t  wi l l  fu l fi l l  the  speci fied  Device  Master 
Record  requ irements  before  i t  i s  re leased  for d istribu tion  

[SOURCE:  21  CFR 820,  3  (x) ]  

3. 1 3   
ri sk 

combination  of the  probabi l i ty of occurrence  of harm  and  the  severi ty of that  harm  

[SOURCE:  I EC 60601 -1 : 2005/AMD1 :201 2,  3. 1 02]  

3. 1 4  
used  medical  imag ing  equ ipment 

med ical  imag ing  equ ipment that has  been  put in to  service  

4 General  requirements  for refurbishment of used  medical  devices  

4.1  Qual i ty management system  

Refurbishment of used  med ica l  imag ing  equ ipment shal l  be  conducted  under a  qual i ty 
management system  (QMS)  of the  refurbisher i n  compl iance  wi th  I SO  1 3485: 201 6.  I n  add i tion  
to  I SO  1 3485:201 6,  the  provisions  i n  paragraphs  4 . 2  to  4 . 1 1  sha l l  be  appl i ed .  

4.2  Resource  management 

The refurbisher shal l  determ ine,  and  provide  adequate  resources,  i ncl ud ing  tra ined  and  
qual i fi ed  personal ,  main ta ined  and  cal ibrated  equ ipment,  and  i nstructions,  procedures,  fi l es,  
records,  or documents  to  perform  the  refurbishment,  as  wel l  as  an  envi ronment for 
refurbishment that i s  i n  complete  compl iance  wi th  the  appl icable  environmental ,  occupational  
heal th  and  safety,  and  pest con trol  requ i rements .  
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4.3  Corrective and  preventive action  

The refurbisher shal l  implement a  comprehensive  corrective  action  and  preventive  action  
(CAPA)  process,  addressing  the  speci fic aspects  of the  refurbishment of used  med ical  
imag ing  equ ipment.  

I n  add i tion ,  i n  the  even t that the  refurbisher i den ti fi es,  th rough  i ts  CAPA system ,  safety-
related  issues  that are  the  responsibi l i ty of the  orig inal  manufacturer and  not re lated  to  the  
refurbishment,  i t  shal l  i n form  the  orig inal  manufacturer accord ing l y.  

4.4 Customer complaints  

The  refurbisher shal l  have  i n  p lace  a  system  for manag ing  compla in ts .  

I n  add i tion ,  the  refurbisher shal l  commun icate  to  the  orig inal  manufacturer a l l  customer 
complain ts  that are  not re lated  to  the  refu rbishment of the  equ ipment.  

4.5  Production  and  service provision  

The  refurbisher shal l  have  documented  procedures  for refurb ishment and  service  i nclud ing  
bu t not l im i ted  to  process  val idation ,  d is i nfection  processes,  i denti fication ,  traceabi l i ty and  
packag ing .  I n  add i ti on  the  organ ization  shal l  make  provis ions  to  have  the  knowledge and  the  
abi l i ty for i nsta l l i ng  and  servicing  med ical  imag ing  equ ipment,  or to  ensure  that servicing  can  
be  made avai l able  i n  those  markets  where  the  refurbisher makes  refurbished  med ical  imag ing  
equ ipment avai lab le  on  the  market.  

4.6  Control  of non-conforming  product 

The refurbisher shal l  ensure  that a  product that does  not conform  to  product requ irements  i s  
i denti fied  during  refurbishment and  con trol l ed  to  prevent i ts  un in tended  use  or del i very.  When  
a  non-conform ing  product i s  corrected  during  refurbishment,  i t  shal l  be  subj ect to  re-
veri fication  to  demonstrate  conform i ty to  the  requ irements  of the  orig inal  manufacturer.  

4.7  Post-market survei l lance process  

The refurbisher shal l  col lect  feedback from  customers  and  establ ish  documented  procedures  
to  noti fy regu latory au thori ti es  of adverse  even ts.  The  process  shal l  a lso  determ ine  i f the  
adverse  event i s  re lated  to  the  refurbishment of the  used  med ical  imag ing  equ ipment or needs  
to  be  reported  to  the  orig inal  manufacturer.  

The  refurbisher shal l  a l so  establ ish  h is  or her own  post-market survei l lance  process  to  
mon i tor whether the  add i ti onal  ri sks  resu l ti ng  from  refurbishment have  been  adequatel y 
m i ti gated .  

The  refurbisher shal l  enable  mon i toring  of i ts  i nsta l l ed  base  of refu rb ished  med ica l  imag ing  
equ ipment to  a l low for update  management for safety and  effecti veness.  

4.8  Document  control  

The refurbisher shal l  control  a l l  work instructions  and  procedures  used  to  refurbish  med ical  
imag ing  equ ipment.  

4.9  Purchasing  

The refurbisher shal l  establ ish  ded icated  suppl ier management capabi l i ties  when  components  
or services  are  purchased .  
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4. 1 0  Control  of design  and  design  changes  

The refurbisher shal l  review,  veri fy,  and  val i date  poten tia l  des ign  changes  to  ensure  that the  
safety and  effecti veness  requ irements  of the  equ ipment are  not changed  from  i ts  ori g ina l  or 
appl icable  va l i d  reg istration .  Al l  changes,  i nclud ing  parts ,  shal l  be  evaluated  to  determ ine  i f 
the  refurbisher needs  reg istration ,  as  he  or she  may become the  legal  manu facturer.  

4. 1 1  Risk management process  

The refurbisher shal l  a l so  establ ish  a  risk management process  that incl udes  any risk 
i n troduced  by the  refurbishment of used  med ical  imag ing  equ ipment.  Th is  i ncludes  changes  
that  wou ld  affect parts.  

5 Specific requirements  for good  refurbishment practice  

5.1  General  

The refurbisher shal l  establ ish  a  speci fic process  for the  refurbishment of used  med ical  
imag ing  equ ipment that,  i n  add i tion  to  the  general  requ i rements  described  i n  C lause  4  
i ncludes  the  fo l l owing  speci fic requ i rements.  

5.2  Selection  of med ical  imaging  equ ipment for refurbishment 

The refurbisher shal l  determ ine  the  cri teria  that used  med ical  imag ing  equ ipment need  to  
meet in  order to  qual i fy for refurbishment,  based  on  an  assessment of the  risk ( in  accordance  
wi th  I SO  1 4971 : 2007)  associated  wi th  refurbishment,  for any type  of med ica l  imag ing  
equ ipment i t  wi shes  to  process.  

Th is  determ ination  shal l  cons ider the  fol l owing  i tems:  

a)  i n tended  use  and  normal  use  of the  equ ipment;  

b)  expected  service  l i fe ;  

c)  appl icable  s tandards;  

d )  service/main tenance h istory for the  equ ipment;  

e)  existi ng  procedures  for the  refurbishment of med ical  imag ing  equ ipment,  such  as  service,  
repai r,  production ,  and  main tenance.  

Used  med ica l  imag ing  equ ipment that i s  a t the  end  of expected  service  l i fe  or that cannot be  
restored  to  at  least the  ori g inal  safety and  performance l evels ,  i nclud ing  a l l  mandatory safety 
updates,  sha l l  not  be  refu rbished .  

5.3  Evaluating  market access  requ irements  

To ensure  regu latory compl iance,  the  refurbisher shal l  have  a  process  i n  p lace  to  evaluate  
market access  requ irements,  such  as  val id  reg istrations  and  l icenses  or restrictions,  and  to  
provide  instructions  for use  i n  the  appropriate  l anguages,  safety i n formation ,  warn ings,  and  
l abels.  

Refurbished  med ical  imag ing  equ ipment for wh ich  the  reg istrations  or l i censes  of the  orig inal  
or refurb ished  med ical  imag ing  equ ipment have  been  d iscon tinued  or where  there  is  no  
orig inal  l i cense  may requ i re  the  refurbisher to  obtain  a  va l i d  reg istration  prior to  
commercia l i zation .  

5.4 Preparation  for refurbishment,  d i sassembly,  packing ,  and  sh ipment  

The  refurbisher shal l  have  procedures  i n  p l ace  to  ensure  that the  med ical  imag ing  equ ipment 
has  been  su i tabl y cl eaned  and  d is in fected  to  avoid  harm ing  any person  involved  i n  the  
d isassembly,  packing ,  and  sh ipment.  The  med ical  imag ing  equ ipment shal l  be  adequatel y 
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d isassembled  ( i f necessary)  and  packed  to  preven t damage  during  sh ipment.  Appropriate  
procedures  shal l  be  in  p lace  to  avoid  violation  of privacy ru les  concern ing  patien t data  
poss ib l y stored  on  the  re levant equ ipment.  

5.5  Planning  

A refurbishment p lan  shal l  be  developed  and  fol lowed  to  restore  the  med ical  imag ing  
equ ipment to  a  cond i tion  of safety and  effecti veness  comparable  to  when  new.  

5.6  Instal lation  of safety updates  (hardware/software)  

The refurbisher shal l  i nsta l l  a l l  safety updates  re leased  by the  manufacturer for the  re levant 
med ica l  imag ing  equ ipment s ince  i t  was  placed  on  the  market.  

5.7  Performance  and  safety test  

Tests  speci fied  for the  ori g ina l  med ical  imag ing  equ ipment shal l  be  conducted  to  veri fy that  
orig i nal  performance and  safety speci fications  are  met,  i nclud ing  al l  mandatory safety 
updates.  

5.8  Packing,  sh ipment,  and  instal lation  of refurbished  medical  imaging  equ ipment  

Packing  and  sh ipment shal l  be  adequate  to  prevent damage  during  transi t and  l oad /un load  
operations.  I nsta l lation ,  i nspection ,  and  any requ i red  testing  shal l  be  performed  accord ing  to  
documented  procedures  of the  manufacturer.  

5.9  Record  of refurbishment 

The  record  shal l  reflect for the  re levant med ical  imag ing  equ ipment that a l l  operations  and  
processes  described  in  the  refurbishment p lan  have  been  accompl ished .  I n  add i ti on ,  the  
record  of refu rbishment i s  speci fical l y requ ired  to  con ta in ,  or refer to  the  location  of,  the  
fol l owing  in formation :  

a)  date  of refurb ishment;  

b)  any med ical  imag ing  equ ipment i denti fication  and  con trol  numbers  used ;  

c)  the  primary i denti fication  l abel  and  label l i ng  used  for each  refurbished  un i t;  

d )  the  acceptance records  that demonstrate  that the  equ ipment has  been  refurbished  i n  
accordance  wi th  the  refurbishment p lan ;  

e)  l i st  of replaced  parts  and  thei r i den ti fication  i n formati on .  

The  record  shal l  au then ticate  any refurbished  med ical  imag ing  equ ipment through  means  that  
a l l ow i nspection  by au thori ties  and  veri fication  by customers  as  requested .  

5.1 0  Refurbishment  l abel  

The refurbisher shal l  l abel  a l l  refurb ished  med ica l  imag ing  equ ipment i n  proxim i ty to  the  
orig inal  l abel  i denti fying  that the  med ical  imag ing  equ ipment has  been  refurbished  by the  
refurbisher and  the  date  of refurbishment.  
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