
Standards 

International Standards for Ophthalmic Optics and EC '92 
European economic unification— 
known as EC '92—has had a major 
effect on the pace and organization of 
the standardization effort in oph
thalmic optics. Initially, the creation of 
standards for ophthalmic optics pro
ceeded at a studied pace. Standard 
writing is not a naturally rapid pro
cess and, while steady progress was 
made during the first five years, the 
production of standards was fairly 
low. 

Then in 1986, Subcommittee 7 
received something of a shock when 
the Japanese delegation arrived at the 
annual meeting in London with a 
proposal to standardize nine addi
tional ophthalmic instruments, asking 
that this work be completed by 1990. 
After first saying that this could not be 
done, the working group on oph
thalmic instruments agreed to try. The 
pace of work stepped up consider
ably. When members from other na
tions asked what the rush was, they 
were politely informed that in Japan it 
was very difficult for all parties to get 
new instruments certified by the Min
istry of Welfare; however, if there was 
an official standard for an instrument 
type, the process for introducing a 
new instrument in this category 
would be easier. 

It was just as well that the pace 
was picked up on standard writing— 
an event was imminent that would 
put new urgency into the whole pro
cess. That event was the economic 
unification of Europe scheduled for 
1992. It is well known that standards 
requirements can lead to trade barri
ers. To prevent trouble of this type at 
the very start, should member nations 
still be using their old national stan
dards, the EC governing body man
dated that EC standards should be 
written in time for the union date. In 
contrast to international standards 
and those in countries such as the 
United States (ANSI), the EC stan
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dards wil l have the force of law: they 
wil l be legal documents. Thus, their 
creation is a particularly serious mat
ter to be dealt with very carefully. In 
addition, the planned 1992 unification 
provided a specific date, a deadline— 
something not previously found in 
standards writing. 

Fortunately in ophthalmic optics, 
most of the topics of interest were 
already being treated at the interna
tional level and good progress had 
been made—thanks in part to the 
gentle prodding of the Japanese. So 
the EC governing body instructed the 
C E N (Comite Europeen de Normalisa
tion) working groups it had just 
formed for ophthalmic standards to 
use the ISO work in all cases, if this 
work was far enough along. The EC 
group realized that it would not be 
good to have standards for a selected 
area of Europe that were different 
from those followed by the rest of the 
world. 

At first it seemed there would be 
little coordination or cooperation 
between the international groups and 
the C E N groups, even though the 
same people formed the respective 
secretariats and the experts were often 
identical. Basically, neither of the 
formal organizations was willing to 
give up any control over the process. 
But good sense triumphed over nar
row interest. A fairly complicated 
arrangement has been worked out by 
the secretariats by which there can be 
joint ISO-CEN working groups in 
ophthalmic optics who prepare the 
documents. The drafts are then 
handled independently by the respec
tive organizations for voting and 
processing. Final modifications are 
done by the joint working groups, 
with the separate formal organizations 
issuing the final standards. In this 
way, the same standard is created as 
an international standard and an EC 
standard, but the bureaucratic leaders 
are not offended by loss of sover
eignty. 

To begin the cooperative effort, 
last October non-European experts 
were invited to a C E N meeting in 

Paris. This March, the first joint ISO
C E N meeting was held in San Fran
cisco. It was quite successful. Interest 
was quite high, as reflected in the size 
of the working groups. The largest, 
with 48 participants, deals with con
tact lens care products, 
biocompatability issues for contact 
lenses, and clinical trials for contact 
lenses—an area of high commercial 
value and one in which regulation has 
always played a large role. Everyone 
with a stake in this business wants to 
make sure that the standards are done 
correctly, because they wil l have to 
live with them for a long time. This is 
especially true in Europe, where in the 
past regulations have not been as 
strict as the FDA regulations are in the 
U.S. There were over 40 experts in the 
intraocular lens and contact lens 
working groups, again reflecting the 
commercial interest in these areas. 

The secretariats have found cre
ative ways of speeding up the bureau
cratic process, and it seems that oph
thalmic standards for Europe wil l be 
in place soon. There are some other 
unique features of the EC process that 
need to be mentioned. The EC com
mission is preparing a directive, to 
take effect in 1994, stating that a 
manufacturer wil l only be allowed to 
introduce a product if it fulfills the 
essential requirements of the directive. 
Conformance to recognized standards 
is one way a manufacturer can prove 
compliance with essential require
ments. However, not just any stan
dard can be used in this way. The 
standard must be mandated and must 
have been published in the official 
journal of the EC commission. 

A mandated standard is simply 
one that the EC commission has asked 
for. But how does the commission 
know what to ask for? At first, they 
wanted to specify some vague hori
zontal standards that would cover all 
medical instruments. The secretariats 
quickly pointed out that, due to the 
specialized nature of ophthalmic in
struments and devices, only vertical 
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standards made any sense. This v iew 
prevai led and an effort is now under
way to get as many ophthalmic instru
ment standards mandated as is pos
sible. Then the manufacturers w i l l 
have the freedom to pick the most 
appropriate standard for their product 
and show compliance wi th it. 

A s can be seen, standards w i l l 
p lay an increasingly important role in 
the European ophthalmic business 
environment w i th the implementation 
of E C '92. It is fortunate that the U.S., a 
non-member, has been able to partici
pate i n the creation of these standards 
by virtue of its membership and activ
ity in the International Standards 
Organizat ion. 

SPECTROMETER 
CALIBRATION ATLAS 

Cal l ing al l spectroscopists! The 
Nat ional Institute of Standards 
and Technology has publ ished 
what it claims is the most accu
rate calibration atlas to date for 
infrared spectrometers. Increased 
accuracy results from data based 
on frequency rather than wave
length measurement techniques. 

The publication lists lower 
state energy levels for transitions, 
as wel l as estimated intensities. It 
also describes heterodyne fre
quency measurement techniques; 
details of the analysis, including 
the Hamil tonians and least-
squares fitting; and calculation 
procedures. 

To order Wavenumber Cali
bration Tables from Heterodyne 
Frequency Measurements (NIST 
Special Publ icat ion 821) contact 
Superintendent of Documents, 
U.S. G P O , Washington, D.C. 
20402. Stock No . 003-003-03136-4. 
The cost is $31.00. 
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