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Foreword 

This document (EN ISO 11980:2012) has been prepared by Technical Committee ISO/TC 172 "Optics and 
photonics" in collaboration with Technical Committee CEN/TC 170 “Ophthalmic optics” the secretariat of which 
is held by DIN. 

This European Standard shall be given the status of a national standard, either by publication of an identical 
text or by endorsement, at the latest by May 2013, and conflicting national standards shall be withdrawn at the 
latest by May 2013. 

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent 
rights. CEN [and/or CENELEC] shall not be held responsible for identifying any or all such patent rights. 

This document supersedes EN ISO 11980:2009. 

According to the CEN/CENELEC Internal Regulations, the national standards organisations of the following 
countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech 
Republic, Denmark, Estonia, Finland, Former Yugoslav Republic of Macedonia, France, Germany, Greece, 
Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, 
Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the United Kingdom. 

Endorsement notice 

The text of ISO 11980:2012 has been approved by CEN as a EN ISO 11980:2012 without any modification. 
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Ophthalmic optics — Contact lenses and contact lens care 
products — Guidance for clinical investigations

1 Scope

2 Normative references

Clinical investigation of medical devices for human subjects — Good clinical practice

Ophthalmic optics — Contact lenses and contact lens care products — Fundamental requirements

ISO 14155 ISO 14534

4 Clinical investigational requirements

4.1 General

4.2 Additional requirements

4.2.1 Study design

4.2.1.1 General

INTERNATIONAL STANDARD ISO 11980:2012(E)
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be limited to:

4.2.1.2 Contact lenses

4.2.1.2.1 General

4.2.1.2.2 As a prospective, concurrently controlled study

4.2.1.2.3 As an uncontrolled study
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4.2.1.3 Contact lens care products

4.2.2 Variables

4.2.2.1 Contact lenses

listed in 4.2.2.2:
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4.2.2.2 Contact lens care products

4.3 Other considerations
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Annex A 
 

 
Elements of a clinical investigation

A.1 General

A.2 Study size and duration

A.2.1 Contact lens investigations

Table A.1 — Guide to the subject numbers (completed subjects) suggested for contact lens  
clinical investigations (informative)

Wearing modality
Subject number 

completed per group 
at end of trial

Duration Material and design

50 3 months

30

50

3 months or longer  

12 months

 
570 12 months

 

A.2.2 Contact lens care product investigations

A.2.2.1 

A.2.2.2 
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4.3 Other considerations
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A.2.2.3 

A.2.2.4 

A.2.3 Statistical considerations for extended wear evaluations

A.2.3.1 General
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A.2.3.2 Daily wear hydrogel, silicone hydrogel or rigid gas-permeable contact lens evaluations

A.2.3.3 Contact lens care product evaluations
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A.2.4 Adverse events and adverse device effects

A.2.4.1 General

A.2.4.2 Serious adverse events

any of 

8 © ISO 2012 – All rights reserved  
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A.3 Reporting of results

Table A.2 — Accountability by eyes enrolled in the study and distribution status

Status

Number of eyes
Control eyes

NC

Trial eyes

NT

Enrolled dispensed   

Completed NC NT

  

   dispensed NC NT

   1st follow-up NC NT

   2nd follow-up NC NT

   (list through nth follow-up)   

Discontinued NC NT

Lost to follow-up (no-show) NC NT

Enrolled not dispensed NC NT

Total enrolled NC NT
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Table A.3 — Tabulation of eyes by most recent lens-wearing experience and demographics

Eyes

Rigid lens Hydrogel 
lens

Silicone 
hydrogel lens Other Subtotal

 

Successful:

Unsuccessful:

     

Demographics
From to

 + D

D

D

10 © ISO 2012 – All rights reserved  
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Table A.4 — Adverse events

Non-device related

Adverse 
event

Time in 
investigation 

(from 
dispensing)

seen by 
investigator

Date of 
resolution Intervention Subject 

discontinued? Severity Outcome

1

2

3

4

etc.

Total number of non-device-related adverse events:

Device related

Adverse 
device event 

(ADE)

Time in 
investigation 

(from 
dispensing)

seen by 
investigator

Date of 
resolution Intervention Subject 

discontinued? Severity Outcome

1

2

3

4

etc.

Total eyes with adverse device events requiring treatment:

 
tabulated by eyes and incidence rate

Epithelial oedema

Initial  
dispensing  

visit
Intermediate visits

Un-
scheduled 

visits
Final visit

1 2 3 4

0 = none

2 = mild

4 = severe

       

Total eyes        

© ISO 2012 – All rights reserved 11
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Table A.6 — Symptoms, problems, and complaints (example: comfort) by visit,  
tabulated by eyes and incidence rate

Total eyes at visit

Initial 
dispensing 

visit
Intermediate visits

Un-
scheduled 

visits
Final visit Overall 

total

 1 2 3 4    

Comfort         

Total number positive reports:         

Dioptres
Flattest Steepest Total eyes

   

D

D

D

Listing of vertical and horizontal keratometry readings and changes (absolute value)  

Investigator Patient Eye H/V Baseline Final b 
visit

Absolute 
change Reason

1

2

3

       

b

12 © ISO 2012 – All rights reserved  
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Dioptres
Total eyes

 

 

D

D

D

 
by more than 1 D

Investigator Patient Eye Baseline Final visit Absolute 
change Reason

1

2

3

etc.

      

Table A.9 — Visual acuity (VA) results1)

Initial best corrected 
contact lens visual 

acuity with spherical 
over-refraction

No. 
of 

eyes

20/15 
LogMAR 

20/20 
LogMAR  

0,0

20/25 
LogMAR 

0,1

20/30 
LogMAR 

0,2

20/40 
LogMAR 

0,3

Not 
reported

Total

        

Total

p i

   

p

N

Ni

i
i

n

VA

e,

e,
, = ×=

∑
1

1
100

where

    

N i
i

n

e,
=

∑
1

    N

1)
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Table A.9 (continued)

Visual acuity summary:

Listing of eyes that changed by two or more LogMAR VA lines (or Snellen equivalent)

Investigator Patient Eye Initial VA VA at visit Reason

1

2

Initial best corrected 20/15 20/20 
LogMAR 0,0

20/25 
LogMAR 0,1

20/30 
LogMAR 0,2

20/40 
LogMAR 0,3

No. % No. % No. % No. % No. %

     

Initial best  
corrected

20/15 20/20 
LogMAR 0,0

20/25 
LogMAR 0,1

20/30 
LogMAR 0,2

20/40 
LogMAR 0,3

No. % No. % No. % No. % No. %

     

Table A.10 — Average hours worn

Wearing time

h

Intermediate visits Unscheduled Final visit
1 2 3 4   

0 to       

to

to

to

to

to

to

to

 

(hours)
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Table A.11 — Reasons for not completing the investigation

Reasons

Eye at (or after) visit completed Aggregate 
eyes 

discontinuedInitial
Intermediate visits Un-

scheduled 
visit1 2 3 4

NC NT NC NT NC NT NC NT NC NT NC NT (NC NT)

       

Adverse device event        

       

Lens position        

Discomfort        

       

Disinterest        

       

Subtotal NC NT NC NT NC NT NC NT NC NT NC NT (NC NT)

Lost to follow-up        

Total NC NT NC NT NC NT NC NT NC NT NC NT (NC NT)

NC

NT

pI

   p
N

N NI
e,disc/reason

e,comp e,disc
=

+
×∑

∑ ∑
100

where

   Ne,disc/reason∑
   Ne,comp∑
   Ne,disc∑
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Table A.9 (continued)
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Table A.12 — Lens replacement by visit

For completed subjects

Reason for  
replacement

Initial Intermediate visits
Un-

scheduled 
visits

Total

 1 2 3 4   

Comfort

Lost

Torn

Lens deposits

NC NT NC NT NC NT NC NT NC NT NC NT NC NT

NC NT NC NT NC NT NC NT NC NT NC NT NC NT

NC

NT

 

p

   p
N

N

i

i
i

ne,repl
e,

e,
= 1

= ×

∑
100

where

   N ie,

   N i
i

n

e,
= 1
∑
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Table A.12 (continued)

For discontinued subjects

Reason for 
replacement

Initial Intermediate visits
Un-

scheduled 
visits

Total

 1 2 3 4   

Comfort

Lost

Torn

Lens deposits

NC NT NC NT NC NT NC NT NC NT NC NT NC NT

NC NT NC NT NC NT NC NT NC NT NC NT NC NT

NC

NT

Purpose

p  

   p
N

N

i

i
i

ne,repl
e,

e,
= 1

= ×

∑
100

where

   N ie,

   N i
i

n

e,
= 1
∑
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Table A.12 (continued)

For discontinued subjects

Reason for 
replacement

Initial Intermediate visits
Un-

scheduled 
visits

Total

 1 2 3 4   

Comfort

Lost

Torn

Lens deposits
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NT
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i
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∑
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= 1
∑

© ISO 2012 – All rights reserved 17

BS EN ISO 11980:2012
ISO 11980:2012 (E)



 

ISO 11980:2012(E)

Annex B 
 

 
Procedures for the evaluation of safety, physiological performance  

and effect on ocular tissues

B.1 General

B.2 Corneal oedema

B.2.1 General

B.2.2 Epithelial oedema

 0 = none

 

 2 = mild

 

 4 = severe

B.2.3 Stromal oedema

 0 = none

 

 2 = mild

 

 4 = severe

 0 = none
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 2 = mild

 

 4 = severe

Key

2 S = superior

4 I = inferior

Figure B.1 — Method for recording location in/on the cornea

B.4 Endothelial regularity

B.5 Corneal vascularization

 0 = none
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 2 = mild

 

 4 = severe

Key

2 S = superior
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Figure B.1 — Method for recording location in/on the cornea

B.4 Endothelial regularity

B.5 Corneal vascularization
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 2 = mild

 

 4 = severe

 Depth:

  

 

  

  I = inferior

  S = superior

  

  X = other (describe)

 0 = none

 

  

  

 2 = mild

  

  

  

 

  

  

 4 = severe
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B.7 Conjunctival observations

0 = none

2 = mild

4 = severe

0 = none

2 = mild

4 = severe

 

 

Key

Figure B.2 — Method for recording (conjunctival areas) quadrants  
affected by conjunctival redness (0 = absence; 1 = presence)

B.8 Palpebral conjunctival observations

 0 = none
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B.7 Conjunctival observations

0 = none

2 = mild

4 = severe

0 = none

2 = mild

4 = severe

 

 

Key

Figure B.2 — Method for recording (conjunctival areas) quadrants  
affected by conjunctival redness (0 = absence; 1 = presence)

B.8 Palpebral conjunctival observations

 0 = none
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 2 = mild

 

  

 4 = severe

  

Key

Upper lid

Lower lid (not shown)

Figure B.3 — Upper lid areas

0 = none 1 = present

0 = none 1 = present

0 = none 1 = present

0 = none 1 = present
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Annex C 
 

 
The evaluation of visual, refractive and lens performance  

and subject acceptance

C.1 General

C.2 Visual performance

C.3 Refractive performance

C.4 Keratometric measurement

C.5.1 General

C.5.2 Lens position
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 2 = mild

 

  

 4 = severe

  

Key

Upper lid

Lower lid (not shown)

Figure B.3 — Upper lid areas

0 = none 1 = present

0 = none 1 = present

0 = none 1 = present

0 = none 1 = present
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Annex C 
 

 
The evaluation of visual, refractive and lens performance  

and subject acceptance

C.1 General

C.2 Visual performance

C.3 Refractive performance

C.4 Keratometric measurement

C.5.1 General

C.5.2 Lens position
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C.5.3 Lens movement

Lens movement should be recorded:

  

C.6 Lens surface characteristics

C.6.1 Front surface wettability

C.6.2 Front surface deposits

C.6.3 Back surface deposits
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C.7 Subjective acceptance

C.7.1 Comfort

C.7.2 Vision

C.7.3 Handling
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