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ISO 13485?
WHAT IS

I SO  13485 :20 16  i s  an  in te rnat iona l  
s tandard  that  se ts  out  the  requ i rements  
fo r  a  qua l i t y  management  sys tem (QMS)  
spec i f i c  to  the  med ica l  dev ices  and  IVD  
indus t ry .  

The  s tandard  focuses  on  meet ing  
cus tomer  and  app l icab le  regu la to ry  
requ i rements  and  i s  in tended  fo r  any  
o rgan i za t ion  par t ia l l y  o r  fu l l y  invo lved  in  
the  med ica l  dev ice  and  IVD  l i fe -cyc le .  
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Improve  C red ib i l i t y  

Assu rance  o f  h igh  qua l i t y  and  sa fe  med ica l  
dev ices

Exce l l ence  in  se rv ice  de l i ve ry

Ev idence -b a sed  dec i s ion  mak ing

Cont inua l  improvement

BENEFITS OF 

ISO 13485?

B et te r  c ommun i c a t i o n
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Enhanced cus tomer  sa t i s fac t ion  

T ra in ing  and  qua l i f i ca t ion  w i th  i nc reased  
competence

I nc rease  p ro f i tab i l i t y ,  r educt ion  in  
wasta g e

Cont ro l  and  eva luat ion  o f  supp l ie r s  and  
serv ice  p rov iders

Imp lement  e f fec t i ve  r i sk  management

BENEFITS OF 

ISO 13485?
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E n a b l e s  
c o m p l i a n c e  
w i t h  r e l e v a n t  
l a w s  &  
r e g u l a t i o n sWHY DO WE NEED

ISO 13485?
Requ i remen t  to  be  cer t i f i ed  by  16  January  
2025  to  renew o r  app ly  fo r  an  
es tab l i sh m en t  l i cense  i ssued  by  the  
med ica l  dev ice  and  IVD  regu la to r ,  South  
Af r i can  Hea l th  P roducts  Regu la to r y  
Author i ty  (SAHPRA) .  

Documen ted  in  the  med ica l  dev ice  and  IVD  
regu la t io n  pub l i shed  in  20 16 ,  i nc luded  in  the  
updated  d ra f t  regu la t io n  open  fo r  comment  
unt i l  25  November  2023 .
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A u d i t a b l e

R E Q U I R E M E N T S

R E F E R E N C E
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C L A U S E  5  – M A N A G E M E N T  
R E S P O N S I B I L I T I E S



C L A U S E  6  – R E S O U R C E  M A N A G E M E N T
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C L A U S E  7  – P R O D U C T  R E A L I Z A T I O N



C L A U S E  8  – M E A S U R E M E N T ,  
A N A L Y S I S  A N D  I M P R O V E M E N T

8 . 1  G e n e r a l
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THE AUDIT PROCESS – WHAT TO EXPECT

STEP 1 - APPLICATION PROCESS

❑ Introductory Email

▪ Application Form

▪ Brochures

▪ Certification Process

❑ Review 

❑ Quotation

❑ Certification Agreement 



THE AUDIT PROCESS – WHAT TO EXPECT

STEP 2 - CERTIFICATION PROCESS

❑ Audit Dates

❑ Prepare Audit Pack

▪ Registers

▪ Report Templates

❑ Stage 1 Audit 

❑ Stage 2 Audit

❑ Review

❑ Certification



STAGE 1 OF THE AUDIT

Intended to - Assess that the auditee has a 

documented management system, which is compliant 

to applied standard.

❑ Ensure that:

• Documents are in place, required (manual, policy, 

objectives) and processed based

• Internal Audits and Management Review are 

conducted

• Communication from customers / external 

interested parties is documented / responded too



STAGE 2 OF THE AUDIT

Intended to - Address the implementation of all the 

elements in the standard

❑ Focus on:

• Implementation of the QMS

• Performance monitoring, measuring, reporting & 

reviewing (requirement, objectives, and targets)

• Operational control

• Improvement and its effectiveness

• Staff awareness, training, competence



THE AUDIT PROCESS – WHAT TO EXPECT

STEP 3 – POST CERTIFICATION PROCESS

❑ Client Pack

▪ JCA Brochure

▪ Use of Logo

▪ Certification Marks

▪ Certificate

▪ Client Feedback
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AUDIT CYCLE

3 YEAR 
AUDIT CYCLE

Y E A R  1  – C E R T I F I C A T I O N  A U D I T

Y E A R  2  – S U R V E I L L A N C E  A U D I T

Y E A R  3  – S U R V E I L L A N C E  A U D I T



1 . W h a t  i s  t h e  c o s t  o f  a n  a u d i t ?
Determin ed  by  scope ,  number  o f  employees

2 . W h e n  s e l e c t i n g  a  c e r t i f i c a t i o n  b o d y  ( C A B ) ,  w h a t  d o  I  n e e d  t o  l o o k  f o r ?
• Must  be  accred i ted  by  South  A f r i can  Nat iona l  Accred i ta t ion  Sys tem (SANAS)
• Must  appear  on  the  L i s t  o f  Recogn i zed  Confo rmi ty  assessment  bod ies  by  South  A f r i can  

Hea l th  P roducts  Regu la to ry  Autho r i t y  (SAHPRA )
• Ask  fo r  aud i to r  exper ience  in  med ica l  dev ices  and  IVD  indus t ry

3 . H o w  m u c h  t i m e  e l a p s e  b e t w e e n  S t a g e  1  a n d  S t a g e  2 ?
• Determin ed  by  the  aud i tee

FREQUENTLY ASKED QUESTIONS



4 . H o w  m u c h  t i m e  i s  a l l o w e d  t o  a d d r e s s  n o n - c o n f o r m i t i e s  r a i s e d  d u r i n g  t h e  a u d i t ?
• For  AL L  non -con fo r mi t i es  – Need to  submi t  a  p lan  to  address  a f te r  the  aud i t
• Minor  non -con fo rmi t i es  – Must  be  addressed  by  the  nex t  aud i t
• Major  non -con fo r mi t i es  – Must  be  addressed  w i th in  th ree  (3)  months

5 . H o w  m u c h  t i m e  d o  I  n e e d  t o  g e t  a  Q M S  a n d  c e r t i f i c a t i o n  i n  p l a c e ?
• With  a  ded icated  resource  w i th  exper t i se :  

• Create  a  QMS  in  th ree  to  s i x  months
• Imp lement  the  QMS  in  th ree  to  s i x  months
• Aud i t  and  cer t i f i ca t ion  p rocess  in  th ree  to  s i x  months

TAKE  NOTE :  M in imum t ime – ±9 months  to  cer t i f i ca t ion  – T ime i s  c ruc ia l ! ! !

FREQUENTLY ASKED QUESTIONS
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