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SUMMARY

This document constitutes a supplement to
document DMO/II/2; it contains an analysis
of the replies received between February 8
and March 15, 1974, to the Internatiocnal
Bureau's guestionnaire relating to patent
procedure with respect to inventions concern-
ing microbiological processes or products
thereof.
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Introduction

198 Reference is made to document DMO/II/2, dated February 8, 1974, which contains
an analysis of the replies received from a number of countries to the International
Bureau's questionnaire(l) relating to patent procedure existing at the national level
with respect to inventions concerning microbioclogical processes or products thereof.

20 This document contains an analysis of the replies from Japan, Monaco, Nigeria,
Romania, South Africa and Uganda,which the International Bureau received between
February 8 and March 15, 1974.

2 The texts of all the replies received since document DMO/II/2 was issued are
reproduced in the Annex to this document. The replies of Monaco and Uganda are

not analyzed in detail since these two countries reported that no specific provisions
were contained in their respective patent laws as regards microbiological inventions.

Question I.l(a)(z)

4. Japan, Romania and South Africa indicated that a valid patent might be obtained
for a process involving the action of a microorganism not already known and available
to the public.

Question I.l(b)(z)

555 Japan, referring to Article 32 (1), (2) and (3) of the Japanese Patent Law,
replied that, as regards products resulting from a process involving the action of a
microorganism, an exception from patentability applied with respect to medicinal
specialities, food and chemical products. Romania and South Africa stated that all
such products were patentable. However, Romania gualified its reply by adding that
product patents were granted only to Romanian State enterprises to which an inventor
had assigned the rights in his invention.

Question I.l(c)(z)
6. Japan, Romania and South Africa stated that no protection could be granted to
a new microorganism existing in nature. However, South Africa gualified its reply

by adding that, depending on the particular circumstances of each case, valid pro-
tection could be obtained for this type of microorganism when "manufactured," provided
that it was possible to produce such organism artificially.

Suestiont Do(ay e

7. Japan specified that, according to Article 29 of the Japanese Patent Law, a
microorganism itself was not considered an invention and therefore was not patentable.
Romania pointed out that a new strain of an existing microorganism, obtained by any
kind of process, was not patentable. South Africa indicated that probably a patent
could be obtained for a new strain of any existing microorganism obtained by a pro-
cess such as mutation.

Question I.2

8. Romania and South Africa reported that no further information was available.
Japan specified that, according to Article 27bis of the Patent Law Enforcement
Regulations, when an invention involving a microorganism was patentable, the appli-
cant must attach to his application a document certifying that he had deposited the
microorganism in an institution designated by the Director General of the Japanese
Patent Office, unless the microorganism was easily obtainable by anyone having
ordinary knowledge of the field to which the invention related; "easily obtainable"
meant that the microorganism was already deposited in a designated institution and
could be made available to the public.

(1) The guestionnaire is reproduced in Annex II to document DMO/II/2.

(&) To these questions Nigeria replied that a valid patent might be obtained with
respect to microorganisms.

-
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Question II.1

9. Japan and Romania pointed out that besides the written description of the new
microorganism, which must contain morphological, taxonomical and fungological char-
acteristics of the organism, it was necessary to deposit the microorganism and refer
to such deposit in the description. South Africa specified that, if the new micro-
organism could be fully identified by the description, that should be sufficient;
however, for the purpose of positive identification, it might be necessary to make
the deposit and refer to it in the description. Nigeria indicated that a descrip-
tion of a new microorganism in writing was sufficient and no deposit was required.

Question II.2(a)

10. Japan and Romania indicated that the new microorganism must be deposited in a
recognized culture collection. Japan further specified that the deposit must be
made at the Fermentation Research Institute of Industrial Science and Technology
Agency, Ministry of International Trade and Industry. South Africa reported that
if a deposit was required it would probably have to be made in a recognized culture
collection.

Question II.2 (b)

11. Japan stated that, even if the applicant was a foreigner, the micrcorganism
must be deposited in a culture collection designated by the Director General of

the Japanese Patent Office. Moreover, in order to enable priority to be claimed,
the deposit must be made in an officially recognized culture collection in the
foreign country at the time of first filing ).  Romania specified that the deposit
of a microorganism could take place abroad. South Africa reported that, even though
a definite answer could not be given, in the event that a deposit in a culture
collection was required, such deposit might take place abroad.

Question II.3

12. Japan stated that, in the case of a patent application claiming priority, the
deposit of a microorganism must have been made on the priority date, while in the
case of an application not claiming priority, the deposit should take place on the
filing date. Romania pointed out that, in the case of a first filing, the deposit
must be made on the priority date. South Africa indicated that, in the absence of
any specific provisions, the deposit would probably have to be made on the priority
date in the case of a Convention application and on the f£iling date in the case of
a non-Convention application.

Question II.4

13. Japan and Romania stated that the microorganism must be made available to the
public. South Africa indicated that, if the deposit of a new microorganism was
required, probably the organism would have to be made available to the public.

Question II.4(a)

1l4. Japan indicated that the request for release of a sample of a deposited micro-
organism must be fulfilled. In Romania the deposited microorganism is made available
to the public through the obligation of the laboratory keeping the culture collec-
tion to sell a specimen, on request, to the Romanian State. South Africa indicated
that no answer could be given to this guestion.

Question II.4 (b) (i)

15. Only Romania reported that the new micrcorganism must be made available to the
public on the filing date, provided that the filing instrument contained an offer
of assignment to a Romanian State enterprise.

(3) In this connection, Japan referred to Section 3.14(4) of the "Examination

Standard of Applied Microbial Industry" (see the reply from Japan annexed to
this document) .
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Question II.4 (b) (ii)

16. Japan indicated that the microorganism must be made available after the pub-
lication of the examined patent application. South Africa specified that, if the
microorganism had to be made available, it would probably have to be made available
on the date of publication of the description.

Question II.4 (b) (iii)

17. None of the countries covered by this document made any comment on this gquestion.

Question II.4 (b) (iv)

18. Only Romania answered this question, reporting that, in the case where the
rights in an invention involving the action of a microorganism were not assigned

to a Romanian State enterprise, the microorganism must be made available on the date
of expiration of the patent.

Question II.4 (c)

19. Japan indicated that conditions such as the following might be attached to

the document for depositing the microorganism: the sample may be made available
within Japan only, the sample may be made available for experimental purposes only,
and the person requesting the sample must not sell it to any third party. Romania
and South Africa stated that the conditions and relevant restrictions on the avail-
ability to third parties of new microorganisms were not regulated by their respective
laws.

Question ITT

20. ©No further information was communicated under the heading of this question.

Zinnex follow§7
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: JAPAN

¢ 1

1. (a) Yes. Please refer to Examizution Stendard for !

Industry,

(b) Those pertaining to medicines, food end chemical products are not
patentable., See Japanese Patent Law Art. 32, pars, (1), (2) and (3).

(c) and (&) Wo. Bzsis: In Japon an orgamics itself has not been
consicered as an invention merntioned in Patent Law Art. 29. Therefore,
since micro-organism is an organism, it is not patentcble,

2. There is no specific provision but as indieated in our answer to
(c) and (d) above, an invention involving micro-organism has not been

considered patentable in Japan. Even in the case of 1. (a) and (b) above,
when an invention conceming micro-organism is patenteble, the deposit of the
zicro-organism conceined must satisfy the stipulation of Patent Law Enforcement
Regulations Art, 27 bis, The stipulation of the above is as follows
An applicant wishing to file a p::tenﬁ application for an invention involving
a micro-organism, must attach to his apprlication, a document certifying
that he has deposited the said micro-orgunism at an organization designatled
by Director-Generzl of the Japanese Patent Cffice, unless the =zaid organism
is ea:.:ily obtainable to anyone having an crdirary knowledge of the field

to which the invention belongs,
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Japan - continuad

Q. It
1. Unless the nicre-organism is easily obtajnable to thoge having

ordinary !mowledge of the field to which the invention belongs, as menticned

: . T o
in the answer to W. l. 2 zoove, the micro-orgunism mu:t be deposited and,

3 3 % 3 s 3 - e +
furtaer, the fungslsgical chueracteristic of the micro-erganicm and the

specification of the application

ducnacet,

Fote: By easily obteiniable, it means that the micro-organica is already
deposited at the designaied orzenization and coan be made aveilable to the
public., In that case, it is necessary to mentiovn the name of the orgunization
where the micro-cergenism is depesited and its deposit nuaber must be men-

n

tioned in the specification of the application.,

2. (a) No, it must be deposited at Fermention Research Institute of
Industrial 3cience and Technology Agency, Ministry of International Trade
and Industry. Please refer to Zxamination Standard of Applied Microbial
Industry 3.14 (1).

(b) Lven if the applicant is a foreigner, the micro-organisa muish

be deposited in the organization designated by Director General of the
Japanese Patent Office. Farther, in order to claim priority, the micro-
organism must be deposited in an official organ in a foreign country at the time
of the firsv filing., Flease refer to Examination Stancéard of Applied Microbial

Industry, 3.14 (4).
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3. For a priority claiming application, (a) and (b) are applied.

In this case (a) must be an official organ in a foreign country, and (b)

must be the organization designated by Director General of the Jap:nese Patent

Office, For an application not claiming priority, (b) is applied.

4. Yes,

(a) and (b) Vhen the micro-organism is depousited and a third party
makes a request for a sample, the request must be fulfilled, at least after
the publicaticn (cxamired) date of the patent applicaticn,

(c) On the cocument for depositing the micro-orgenitm the conditicns
like the fellowing may be attached:

(1) The samples may be made aveilable within Japan only.

tes nay be mide availzble o:ly for cases wiere it is

(2) The sa

evident that they will be used for experiaentsl p

(3) Gne wao obtzing Vhe samaleinusl not ce ]l

it to a thiyd norvson

Q. III

A copy of Zxaminaticn Standurd of Applied Micrcbisl Industry is enclosed,

s = — T S s ; 5
The Znglish version was made by lir. Riyoshi Yeamashilz, a patent attomey, in

conjunction with the cxaminer in charge at the Japunese Patent Office.
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B. Additional Information
DAAITIIATION STANDARD
FOR INVIUITIONS OF
APPLIED MICRODBIAL INDUSTRY

1 Title of Industrial Division

Applied ticrobial Industry

2 Scope of the Industrial Division
This examination standard for classified industrial
division shall be applicd to an invention which is charactcrized
by theruse of microorganism.
ﬂccordinqu, the invention to which this standard
sﬁall be applied principally includes those classified in
Class 36(2) and Class 3G6(5) of Classification Table, though
those other than the above may also be subjected to this
standard.
The invention which is characterized by the use
of microorganism does not praticularly imply an invention
in which a new apccies of microorganism is utilized. 7
Lxamples of ‘such invention are as in the following.
(:) Process for preparing a new.substapce utilizingia::
new strain
(:) Process for preparing a known substance utilizing
a new gtrain
(i) Proccss for preparing a new substance utilizing a

new apecien
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(2) An Invertien of formentation products themselves

Such substonces 25 may he produced by fermen-
tation a3 epzymes, oraganic acids, spirit of wine and other
alcohols, antibiotics, vitamins and the like are original-
‘ly to be prepared by chemical process. Among the substances,
there are involved various products falling under the cate-
gories of m2dicines and articles of drink.or food, or

tasfe
articles of bﬂ?P or stimulatien, and henee all the sub-
stances mentioned above arc unpatentable.
3.12 Designation of a ilicroorganism as a Constitutive
Requirerent of Invention

The microorganism as a constitutive requirement
of invention may be designated by names either of strain,
species or genus. In case the production of an objective
substance by a microorganism belonging to a certain genus
is novel so far as the said genus is concernad, however,
the microorganism may be deascribed by the expression such
as "substance B-producing strain belonging to genus A",
even when only one microorganism belonging to said genus
has been exemplified.

However, when a microorganism utilized as a
constitutive requirement is expressed by a classification
unit broader than gonus, at lecast onc microorganism must
be exemplified in each classification unit subordinate to
the said broader classification unit (e.qg. when it is
expressed by a name of Family, at least one microorganism

of every genus belonging to said family mast be excemplified.

DMO/II/4
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3.13 The clained invention being not complete

(1) in case a picroorganism as a constitutive re-
quirement of invention is expressed by a classification
unit broader than genus, at least one microorganism must

be exemplified in each classification unit subordinate to
gaid broader classification (e.g. when it is expressed by

a name of family, at lecast one microorganism of every genus
belonging to said fanily must be exemplified), otherwise
the claimed invention shall be depmed to be incomplete.

(2) When ; deposit number of the microorganism
utilized is not sct forth in the specification as first
attached to an application (hcreinaftcr referred to as
"specification as first £iled), the claimed.invcntion shall
be deemed to be incomplete.

(3) ¥hen the micrcorganism is a new species (includ-
ing the casc whore-said microorganism is expressed as being
a strain), and in casec the microbiological properties of
the utilized micrcorganism have not becen described at all
in the specification as first filed or the micréorqanism

to be utilized is not clearly understood because of insuffi-
cient description thereoZ, the claimed invention shall be
deemed to be incomplzte because the miéroorganism utilized
has not becen disclosed.

(IIOTE) In case the microorganism utilized is a new species
(including the case whore the utilized microorganism is '
expressed as boing a strain), the micrehiological propertics

thereof must be descril:ed, as stipulated in 3.41(3)A (D), in

4 0oz
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the speciffc: Jon as L[ivst filed so that the ntilized
microorgani. : v ha oode substantially clear.
]
(4) 1 mao A eubrnkbance ko be produced is a novel
one, and wiwn Ll physicochemical properties of three

items as stijpuiared in 4.23 have not been described without
clarifying b~ veasons therefor and the description in
gubstitution fos the avove is not sufficient, the claimed
invention shall be deemcd to be incomplete, hoéauﬂe the
substance cannot be confiirmad.

(5) Whrm a substance to be produced is a novel enzyme,
and in case the physical properties of three items as stipu-
lated in 4.25 have not bzen described in the specification as
first filed uvithout clarifying the reasons therefor and the
description in substitution for the above it not sufficient,
the claimed invention shall be decmed to be incomplete, he-
cause the enzyme cannot bie confirmed.

3.14 Daposition of microsrganism utilized

(1) Any person who wants to file a patent application
for an invention in which a micréorganism has been utilized
must deposit the preservation of the microorganism with an
organization designated Ly the Director-General of the Patent
OFfice (hereinafter reforred to as "deposition”) and must
clrarly indicate a deposit number of the microorganism in the
specification as first filed and at;tyh to the patent appli-
catlon a document verifying the faciﬁwhﬁn'snid microorganism
iz not such as those having average knowledgs in the techniecal

firld to which the invention pertains can readily obtain.
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Furthermore, the said microorganism must be made available
to public after the publication of the patent application.

In the above éasc; Lowever, uﬂnn the microorganism
utilized has been deposited with Fcrmnntntion Research In-
stitute, Agency of Industrial Science & Technology, MITI
(hereinafter referrcd to as "BIIKOKEN"), a receipt number
given by Bikoken for an application of deposition of the
microorganism therewith (hereinafter referred to as "receipt
numbexr") may be dcscriﬁcd in place of a deposition number
to be assigned thercto later in the specification as first
filed. In this case, the receipt number must be replaced
by the deposit number as soon as possible after the filing
of a patent application.

(Explanation)

I In an invention characterized by the use of micro-
organism, a concrete technical means to accomplish an object
of the invention lies in the utilization of a specific micro-
organism. Accordingly, in case the said microorganism is such
as may not readily be obtained by those skilled in the art,
it cannot be saild that the completion of the invention has
been objectively supported unless the said microorganism has
been deposited with a depository designated by the Director-
General of the Patent Office and a deposit number thercof has
been described in the specification as first filed. Further-
more, the reproducibility of the invention cannot be recoqnized

unless the microorganism is not atvailable.
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It i3 thercefore necessary that the microorganism
utilized is deposited with the designated organization, a
deposit number thercof is described in the specifibation as
first filed, and the microorganism is freely distributed as
soon as the publicatien of a patent applicaéion is rendered.

In the above case, the distribution of micro-
organism docs not mean a free distribution without limitation.
Such restrictions, for example, as (1) distribution of the
microorganism is limited in principle to the interior of
_Japan, (2) distribution of the microorganism is limited to
a case where said microorganism is used for experimental
rescarch, (3) a receiver of the microorganism is requested
not to re-deliver said microorganism to others, and so on,
may naturally be provided. These restrictions are clearly
and properly provided for, if nccessary, at the time of
concluding a contract between a depositor and a depository.
IT A deposit number of the microorganism utilized
should, in principle, be described in the specification as
first filed. Illowever, there may be a case where a deposition
number cannot be described for unavoidable recasons in the
specification by the time of filing a patent application,
and hence a receipt number shall be accepted in place of the
deposit number.

Furthermore, cven when said receipt number cannot
be set forth owing to unavoidable circumstances in the .

specification as first filed, the following procedurc may
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be taken in place of the receipt number. That is, -the-
procedure may bhe accephed- when the fact that the said
microorganism has been mailed to be deposited with Bikoken
by the £iling date of application (i.e. a registered mail
number) is described in the specification and an cvidence
capable of confirming the above fact ki.c. an official
roceipt of registered mail ordex) is attached to the patent
can-bd -
application, and then-a rcceipt number =5 supplemented later.
IIT A document for verifying the effect that a microorganisn
relevant to a patent application was deposited with a
depository designated by the Diréctor-General of the Patent
0ffice, which is to be attached t& the Patent application,
means a copy of a written notice of receipt number of the
microorganism or 5 card of receipt number of an application
for deposition of the nmicroorganism by Bikaken. Further,
in case of the above II, vhere the fact that the said micro-
organism has been mailed to be deposited with Bikoken by the
filing date 6f application is described in the specification
and an evidence capable of confirming the above fact, i.c.
an official receipt of registered mail order, is attached to
the patent application, and then a reccipt number is supple-
mented later, a copy of a card of fcceipt number of an appli-
cation for decposition of the microorganism by Bikoken, in
which the united relation between the contents of said registecred
mail and the reciept nunber has been clarified, must be

submitted to the Patent 0ffice.
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(2) Scope of microorganismg required to be @epositcd
In invention where microorganisms have beén
utilized, when the wicroorganism utilized is recognized
£o be an indispensable constitutive requireﬁcnt of invention,
deposition of said microorganism is recuired to be made.
IFxamples of the case are as follows:

(:) A process for preparing substance B, characertized
by culturing in a medium a B susbtance-producing
strain beloncing to genus A to accumulate the
substance B therein and recovering the accunulated
substance B.

(:) A process for preparing substance B by fcfmcntﬂticn,
characterized by culturing in a. medium confaining
additive X a strain belonging to genus A, thercby
to produce an”® accumulate the substance B in the
medium ard recovering the accumulaterd substance 5.

(:) A method for improving food A in flavor and tasté ' in
the éroccséinq of said food A which comprises inocu-
lating microorganism B and cultivating same therein.

(:) An insecticide comprising as an active ingredient a
cultivation product (living microbe) which contains
microorganism A.

(:) A process of removing compound B prescent in petroleum,
characterized by contacting microorganism A with the
petroleum to romove the compound I therefrom. &

(:) A process for leaching mctal compound B prescnt in

DMO/II/4
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a mineral ore, characterized by contacting micro-
organism A with the orc and leaching the compound
B therefrom.
(3) Microorganisms exempted from deposition
1 Microorganisms which cannot be preserved fopo
technical rcasons by a deposition organization (for example,
pathogenic microbes for vaccine, wvirus, bacteriophage,
fungi the fruit body of which is utilized, mixed microbes
for waste water trecatment, algae, etc.).
2 Microorganisms which are readily available to
those skilled in the art.
(&) Commercially available microorganisms such as baker's
yeast, koji (Aspergillus oryzae), Bacillus natto, etc.
(b) A microorganism which has been preserved in a reliable
depository and is freely distributed (including a ‘'standard
bresnrved strain). -

In the case of an invention in which the above
mentioned preserved strain itself is utilized, no deposition
is required. In the case of an invention newly invented by
usc of a variant of the above-mentioned preserved strain,
however, the variant is required to he deposited.

In the casecs of the foregoing 1 and 2, when
necessary, an appliéant must submit a written statement
explaining the reasons for exemption of the deposition.
(2 In the casc of a convention application directed
to an invention involving the utilization of a microorganism

which cannot readily be available to those having orginary
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knowledge in the fechnical Field to which the invention
pertaing, if th: deposotian of said microorganism has been
made in accoris.cce with the provisions of 3.14(1) and the
specification fiiad in the first country, on which the

Convention priority claimzd is based, describes that the

same microorg:nism has been deposited with a public depository,

the deposition made in Japan in accordance with the provisidns ~

of said 3.14(!} shall be regarded as having bheen done on
the priority daote.
3.2 Judgement of Identify

When objective substance of the two inventions
are identical with cach other, the identity of the inventions
shall be detcrmined depending on the differences between the
microorganisms utilized in said two inventions.

3.21 Strain vs.Strain

It is recognized that the invention of an earlicr-
filed applicaticen: utilizing a strain and that of a later-
filed application utilizing a strain which has the same
microbiclogical propertics as the first said strain are
identical with cach other.

The strain referred to above does not mean an
isolated strain hut a spe¢ific strain having a definite
microbiological property.

3.22 Species va. Species

In casc a spccies utilized in the invention of

an carlier-filed application is identical with a species

utilized in the invention of a later-filed application in
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the microbioloqglcal propertiecs for reference of a’group of
microorganism to which said two species are bclonging, it
is recognized that the said two inventions arz identical
with each other, regarding said two speccies as identical.

Classification of microorganisms is based on
species. llowever, a scientific and absolute standard has
nok been provided, because it is biologically quite difficult
to discriminate the species, and so the identification oz
discrimination of speccies may be said to be a task of most
difficulty.

Reagaridless of a theory, therefors, the discrimi-
nation of specica is mada depending on the microbieclogical
properties for refercnce as specified in a reference manual
commonly used (for example "Bergey's !lanual of Determinative
Bacteriology" in respecct of bacteria).

3.23 Strain vs. Species -

It is recognized that the invention of the earlier-
filed application utilizing a species and .the invention of a
later-filed application utilizing of strain which is belonging
to the species are identical with each other.

llowever, the invention of a latecr-filed application
having a superior offect over the invention of an carlicr-
filed application shall be rccognized as being different,
even when a strain utilized in the invention of the later-
filed application is belonging to the species utilized in °

the invention of the carlier-filed application.
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Independenl: on whether the invention of an ealicr—
N\

filed application utilizes a species or a strqin, comparison
between the microorganiams utilized should be made not on
the basis of all the wycological propertics specifically
described in the specifications but within the such range
of microbiological properties as used for species groupinag
in determination of a group of microorganisms in which the

utilized microorganisms are included.

This practice has been provided for the fear that

as a strain per se is liable to vary, the narrow interpretation

of microbiological propertics of strain shall lead to the
double patenting within the extent of the normal variation
thereof.

3.24 Species vs. Genus

It is reccognized that the invention of an earlier-
filed application, in the claim of which a microorganism
utilized is referrcd to as being "a substance B-producing
strain belonging to the genus A", and the invention of a
later-filed applicaticn utilizing a known species belonging
Eo the said genus are identical with each other.

It is recoanized, however, that the invention of an
carlier-filed application, in the claim of which a micro-
organism utilized is rcferred to as being "a substance B-
producing strain belonqing to the genus A'" and the invention
of a later-filed application utilizng a new species belonqging

to the genus A which is different from said microorganism
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exemplified in the sprcification of said earlier-

filed application arc different with each other.

3.3 Judgement of Progressiveness

3.31 When a microorganism utilized in an invention is a
known species and belongs to the same genus as another
microorganism which has been known to produce a .substance
as aimed at by the former, no progress can be found in the
said invention so far as the effect attained by utilizing
the former microorganism is considered to be outstanding
conpared with the effect attained by utilizing the latter
microorganism.

(Explanation)

It is very difficult to presume 5 substance
productivity and the effect attained thereby between two
different species. However, between at lcast the known
species belonging Eo the same genus, it is considered easily
practicable to deduce a substance productivity and effect
attained thereby cultivating each micgnorganism.

To the contrary, when microorganisms utilized
belong to respectively different genera, it cannot be easily
considered that confirmation of a substance productivity and
effect attained thereby is easily practicable.

3.23 When a microorganism utilized in an invention is
determined to be a new species (including the case where
designation is made in the term of s£rain), the said invention

will be deemed as having progress, even when the objective
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substance is the same os that of another invention.

(Explanation)

Even when an objective substance is the same
and a microorganism utilized is one beloging to the same
genus, progress can be observed in that a new species is
found and a novel method which is industrially utilizable
is provided by using the above new species.

3.4 Othexrs
3.41 Description of the Specification
(1) FExpression of miéroorganism

Microorqganicng shall be expressed in principle
by scientific nam2s in accordance with the zoological,
botanical and microbial nemenclatures.

(2) Description of the claim

A Microorganism utilized

(A) A new strain, variant or known strain shall be
expressed by a name of strain.
Example
(E) Process for preparing an antibiotiecs A2828, character-
ized by culturing a strain A9823 belonging to
Streptomices griseus and then recovering the anti-
biotics 29828 from the cultured product.
(é) Process for preparing streptomycin, characterized
_ by culturing a strain 43797 belonging to Streptomyces
genus and then recovering the streptomycin from

the culturcd product.

DMO/II/4
Annex
page 20

Japan ~ continued

(3) Process for preparing gluc-iiylase, characteri ed

by culturing Arumplaster €14, a varient of Aspcrgillus
niger.
(B) A microorganism of a new specles, variant or

known species shall be expressed by a nama of species.
Lxample

(;) Process for preparing streptomycin, characterized

' by culturing Streptoﬁfécs griseus and then recovering Y
the streptomycin from the cultured product.
(:) Process for preparing chlortetracyqlinc, charactcrizéd
by culturing Streptomyces aurcofaciens.
(C) when a microorganism in relation to the purpose
of use thereof is novel 25 a genus to which the microorganism
belongs, the microorganism may be expressed, for example,_by
such expression "D substance-producing microorganism belonging
to génus A", even if only one microorganism of those belonging
to the genus is excmplified.
S,
This practice was provided to avoid vaéﬁeness
of the borderlinc of patent right in the relevant microorganism
due to its variability and guite difficulty in descriminating
from analogous strains.
Sﬁch being the case, cven if only one microorganism

of new species is exemplified, the rccovery step thercof
must be described in the specification becausc said micro-
.

organism is treatcd mercely as being an axemplification.

Example

)
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Process for preooaring substance B, characterized

by culturing a B substance-producing strain belong-

ing to gonus A and then recovering the substance
B from the culturcd broth.
B Recovery step

In case a microorganism utilized, which is
described in the claiﬁ. is a known one or those inlcuding
known ones, it is neccssary that the recovery of an
objective substance frowm the resulting fermentation product
be described as beinag an indispensable matter for con-
struction of the invention concerned.

In case thexe exista any fact that a known
microorganism has been cultured to obtain a known substance
therefrom, a process fox preparing a substance by use of a
microorganism is net rccognized as being novel until a néw
substancc has becen found out in the known cultured product
and recovered thercfrom.

(3) Description of Detailed Lxplanation of the Invention

A HMicroorganism utilized

(n) Even when a microorganism utilized, which has
been described in the claim, is expressed by any of classi-
fication units,'it is neccessary that a concr=zte example of
the utilized strain (c.g. Aspergillus niger BIKOKENKINKI
Ho. M) be sct forth.

When a microorqganism utilized is such as may not'

casily be available to those skilled in the art, a deposit

.

DMO/II/4

Annex

page 22
Japan - continued
mmber of sodd micee o colem deposlicd in occordance with
3.10(1) wust bo der - il in the specification as first
Tiled. Vhen a nmizis - pwmism utillzed is readily available
to thone slilledt in L art, o source of supply of sald
microorpganisa (e.f. supply source, trade name or re-

ristored trade nome ia the case of commercially available
straln, and on orcacizacion dn whieh a microorganism is
being preserved oad @ prescrvation manber of sald strain
in the ecase of prescoved strain).

Furtherno-2, 0ll the microcorganisms disclosed in
working exomples must bear the respective deposit numbers
or supply sources thercof.

(n). In case a rdcroorganism utilized 1s a strain, it
is necossary to cleorly describe characteristics of the
strein ond diffcrences (microbiological properties and -
effecta) existing between sald strain and known strains of
tho same specloegs,

(c) When a microorganism utilizca is a known species
or o variomt, it is nccesscary to describe tho scientific
name thorcof with reference to a llterature that discloses
sald knovm ppecles and ihe reasons why the microorganism
utilized is identificd Lo the knowvm species or variant.

When a microorganism has the same microbiolegical
propertics as o knoin swecles has, it is nccessary to
indicoto a litevniure disclosing the said known species.

Furilicr, vhen ¢ mierood; anlsm is identical with a variont,
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it is ncceasary to descerlbe the nome of a !'nmovn specica
to which the said varinut is belonging, with roference to
a literaturce disclosing the sald lmown specles.

(D) Vlhen a microorpanism utilired is a new specles
(including the casze vhere it is expressed os being a
strain), it is neccessary to fully describe the taxonoiical
propertics of =nid milcroorpanicm and clariiy the rcascns

vhy the microorprnisia utilized is recomizcd as a ncw

species, if ucccanﬁr?fl%%bving its microsconic photograph
or elcctron microsconle photograph. That ia, 1t is
necesrary to dereribe cleorly the diifercnce between naid
new opeeles and the conventlonal sinmilar specics and the
none of literature on vhich tho rccopnition of the nicro-
organism os a nev srecices Lhas been based. Furthermorc,
tho new specles in desirably named in anccordance with the
Azrecment of Inlecrnational IHomenclature.

For convenicncee's salte, nmicroorgcnilsms arc
roughly divided inte yeasts, molds, fuagl, bacteria and
actionmyces, ond the matters to be deseribed in comncetion
thcrewitﬁ are indicated below. In describing these
matters, 1t 15 necessary that an experinental observallon
be conducted on a strain uander favorable coaditions Tor
its growth, end ceadltions such as the kind of culturc
nedium (or composition of a medium), cultivation tempera-
iure, cultdvailon +inn, method of veroverine living cells

ond so on, be deseribed.  VILh renpect to on isol@miion
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souwrco, L€ I soentle to eleardy descerdbe the date

(month tnd 3 ; “hen a4 gtroain bas been icolated, an
isolaticn goo- e (i3 cone of animals ond plants, they are
capresseid by sLific names ag much as possible), and
an orifsin of faaiailon.

il Ir anee @ new sneeies iz such as belonging to
veasts, the foiioving patiers are to beo described.

(a) Crouvth coodilion thereof in Varlous media
210 evtiure dn (3) Malt cxiract or MY liquid

mediumn, Cﬁ Iinit cxrtvact--pror or IY-osor medium, and

GD Potadlo er corn cibzacti—egar mediva,

Vith respact o the prowth conditlon in these
1edio, there should be deserdbed the size and shape of

vegetative cell, and the node of proposation (budding,
mycelia
insion, ol oxistence of i +w»a and pscudo

:ien Lhereto, there should be described os

fully os possible a medima or mcdia in vhich the character-
istics of pold microbe are markedly displayed.
(b) TFormatlon of ascosporo

Ixistenece of the formatlion of ascospore is to be
examined using Coledhiova nedium, gypsun—-sodium acetato
medium, malt extrect-esor medium, vesetable extract-agar
nedium, a nedlwn of sliced carrot ond the like. In caso the
formation of ascorpove is recopnized, 1ts morphological
characteristics ore to Lie described.

(¢) Tovantlien of redins rpore
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Txdstence of radivs spore is Lo bo investipated
by moans of the cultrre using a malt extract-agoar ncdiwa
or IY-orar nedium, ond In cnsoe the founntion thevcofl is
observed, the morpholosical characteristics are to be
described.
(a) TFhyslological proncrtics

(L) Optimoa growth conditions (pl and tewperature),

(2)range of growable conditions (pl and temperaturc),

~

(?)nssimilntlon of nitrates, Gb decormosition of fat, [
decomposition of vrea, G gelatin lignefaction, 17} in case
osnophility or osmotic resistance is observed, the optimem
o1 maximem concentration of cone supcr or sodium chloride,
G} carotenold prodveitlion, GD signilficont organic acid
pro&uction. ﬂ@l'stnrch—l_ko substance prﬂduction, @E
vitamin recquirciient, cad {igi other choracteristic physio-
Jopical propertics off snecics.
(¢) Determination of the utilizaticn of 15 or more
compounds out of the following carbon sources (it is at
lcast necessary to remark the existence of utilizability
ond fermentabllity of the sugars asterisked, and other con-
poundo wﬁich are nccessary for showing the chaructnristiqs
of the species or siralin are to be sclected).

(E} D-arabinose, Gﬁ L-arabinoae, GD D-ribose,
i D=xyloaa, (5 D—r]ucosc%, (@ D—unnn0nc¢, @ b~
palactose, (3) I-rbowmose, (9 D-fructose, q@- L~sovrbolc,

11 maltose , A2 1usroese , ﬁb- lactone , @ﬁ: nelibilosa,

Fo = ¥
l}? collublose, ﬁf trehalose, QY raffinosc , L
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moldmitone, (. aenethyl-D-glucoside, (206 alubutin or
ol 2
osculis, % stein, (7 soluble starch, ‘?9 inulin,
GIy cllemion, 20 adouitol, @E} erythritol, ng inositol,

Deymmid 1, ©0) Degorbitol, (30 duleitol, () D-

rluccrnote, (o) r?yccriré,(ga 2-l¢to-D-luconate, CZ&
DL-lactnio, (}ﬁ sueeinate, and (5@- citrate.

b. n chse a new species 16 cuch as belonging to

moldsn o funy i, bhe follewing mattcrs are to be described.

() Iyoperties of a cultured product
(1) Geowth cendiiien in varlous ncdila

@) vert (or nalt extract)-agar medium, @)
potato-dceictrose agsrr nediva, C@ Czapel!'s agar mediun,
GD Sabouraud?s ooar nedivn, C) oatnnal-asar medium,
GD synthetic inwor-asar nedivm, GD TpSs—-asar mediwm, and
5) yenst-suelono-orar nediun (for mycorrhiza-forming funsi).

Anovy these nedia, two or nore mcdia are
solected and the rrowith condltlion in the media is obsorved
to deserlbe tiie morphological properties of fructification
orpan, oaexual spore and vegetatlve hypha, and shape and
color shodo of the surface and roverse of colony. In
nddition thereto, particulorly such mcdia os may be
capable of remer:ably displaying the characteristics of
the girnin are to be desexrldbed as iiuch as possibla.
(2) ihysiole;dicel and ecologleal propertics

@ Optiam grovih conditilons (pl, temperaturd,

cte. ), CW ran, o of prowaule conditicns (pII, tonmperature,
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ete.), (3) phenolemidance reaction (only wood-rotting
funpd), and GD olther remarikableo characteristics.
(L) ‘hon the cvltuvral propertios on varlous medla are not
sufficient to decide the mold or funsus as being a nev
species, the folloiing properties are to be desceribed with
reference to a dried speeimen or slide speeimen.
Horpholordeal propertics of a type specinen
{(morpholosical propertics of fructification organ, asc:nwal
spore and vegetative hypba, and shape, colow, ctc. on a
substrate). TMarthernmore, it is desirable to describe the

storage location cud number of the type specimen.

«

e Yhen a new speecies is such as belonglng to
bacteria, the following pronertics thereof are to be
mentioned. '

(a) Morphological characteristics

Theo feollowing points are to be mentioned with
regard to a cell which has grovn in on agar medium and
1iquid medivm. The mediun to be used is composed basically
of ment extract and meat extract-agar, but suitable mcdla
having another composition may be used for those which do
not grow‘in the aforcsaild media.

(1) Shape and aize of coll; (2) existonce of
polymorphous cell end, if any, its detail; (i) existence of
rnobility ond if ony, growth state of flagellumj GD cxistence
of oporec ond, if any, chape and silzc of ppore and sporangium,

ond locoalion of nporc; (&‘ Gram's sienin, ond (ﬁ) acid
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(h) Cultural procin condition in the following modia

Q) leat c~tract-npor plote culture; (@) meat
oxtroct-anar slont culture; CQ meat extract liquid
culture, tﬁ) moat citract-gelatine stab culture, and
& 1itmns nillk,

Theve shovld be nmentioned an aspect of growth,
color, lucter, difivsible pignent ond the like in the
casge of apar mcdirw;'rxistcnce of surface growvth, turbidity
and the 1i%e in the case of liquid medium; pgrowth condition,
coelatine licuefaction and the 1like in the case of gelatine
stab culture; ond venction {allkaline orrncidic). coasu—
lation, liquefactlea cnd the 1like in the case of litrus
nlllk.

Furthermoare, in the case of bacteria, vihich do
not grovw in the ahove-mcntioned media, their growih con-
dition in other mecia suitable for their pgrowth are to bLe
nentioncd,

(¢) Physiolozical. propcirtles '

There shenld be mentioned (I) nitrate reduction,
() denitrificatlon reaction, C@ IR test, C) VP test,

Cﬂ indole production, G@ hydrogen Gulfigélfroduction,

(7) sterch hydrolysis, (U) utilization of citric acid
(Koser's medium ond Christensen's medium are to be used in
combination), (2) uullizntion of inerganic nitrogen sources
(nitrates and nrmonivn salts), (i@ pignent production -

(‘to be menbtloned vhether the pirment is vater-soluble or



DMO/II/4
Annex
page 29

Japan - continued

not). ng urerse, (17 oxldase, @Ej catalnse, @E) range
of prowth conditlons (i1, tomperature, etc.), @E} be—~
havior toward oxyeen (distinetion of acrobic or anacrobic
propcrty). .ig -1 Lest (nccording to Hugh Leifson
method), and (ip existence of production of aclds cnd gas
from the followins supavs. (1) L-arabinose, (2) D-xylose,
(3) D-rlucone, (4) D-momnose, (5) D-fructosc, (6) D~
calactose, (7) maltese, (2) sucrpse, (9) loctose, (10)
trchalose, (11) D-sorbitol, (12) D-monnitol, (13) inositol,
(14) plycerince nnd (15) starch. .

(4) Fron the folloewiug properties, those which are
necossary for showinr the characteristles of a new specles
are cclected o be montioned.

(E) Decomposition products of sUEETS, Qg} cluconic
acid o:tldation, @D alcchol oxidation, G} dioxyacctoie
production, (5; esculin decomposition, (G} cellulose
decompositicn, {?\ hippuric acid decomposition, (@; utili-
zation of malonic acid, (9 argininc decomposition 40
decarboxylatlon reaction of lysine, (i? dccarboxylotion
rcaction of ornithine, @?; dcaminaltion reaction of phenyl-
alenin, (i? congulase, ﬁﬁf hemolytic preperty, 1i§ ten~

tolerance
perature resistance, d@ﬁ yoaioienes/of sedlum chloride,

—. }o]lerance . —
ﬁ@ Tirgtonoe of potassium cyanide, (5 phosphatnse,

@a) pectinane, #00 1lnnso, fﬁ; lecithinase, é?»

nutrition requircarnt, ond @;» other propcrtiesn to be *

congidereod nocensory.
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(o) vith 1oco-ct io chsolute anacroblc bacteria, inorganic
mitriiton bhooterin, photosynthesls bocteria and the like,

the properti o theveo? are to be described in accordaice
vith the foreroing (d) by referring Bergey's Manual or
recent studias, . E -
d. Yhen n new opecles 1s such as belonging to
actinomyces, the following matters are to be mentioned.
(a) Iorpholagical choracteristices

There are to be mentioncd branching (distinction
of mirple branching or mzle branching) and form (dis-
tinection of atvnirsit, curve, loop or mpiral shape) of
spore—forninsg bhypha, the nvmber of spere (distinction of

DOV O—FOrani

o lheralin,—the-—number—of—aon ore—(distincticaof
monosnore or norc, dispore or more, or 10 spores or morc),
surfoce structuore ond size of spdrn, cxistence of flarel-
latcd sp?rc, cxintcncc of snorongium, grovth location of
sporophore (distinction oi location on basal hypha or
acrial hypha) nnd,- if necessary, Tission condition of
hypha (modm of Tisslon and fimc) and existence of form-
ability of sclerotiunm.
(b) Growbth condition on various media

(;) Sucerosce-nitrate-agar medium, (g) glucose-
agporagine-nprar modium, (fD glycerine-asparagine-ogar
medium, (@) starch-agor medium, (5) tyrosinc-agor mediun,
G) nutrient f:or nedims, () yeast-malt-agar medium, obd

Q}_) cirtienl-ag o medlv,
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Vith repovd to prowth condition on ‘those medila,
there are to he reationed color of the surfaco of co;ony,
color of the surfnce and reverse of basal hypha, diffusible
Pignent into medivm ond co on.

() Phyniologicnl-propcrtics

Cl) Ranre of prowih temperature conditions, @U
liquefaction of rrlotine (en glucose-peptone-gelatine
medivn), (3) stoveh bydrolysis (on ntnrch—ngarlmcdium),

(M) conpnlation evd peptenization of skin nilk, 6)
nelonin-Jlilke pirent procduction (on tyrosinc-agar medivi
and peptone-yeast-iron agar ncdiun).

(1) Utilization of the Lollowing carbon sources (on
Pridhan-Cottlich's agar medium)

(@) L-nrabinose, (2) D-xylosc, C& D-glucose,

(& D-fructoso, (1 sucrose, (6) inositol, (@ L-rhamose,
(T raffinose, and (9 D-monnitol.

’ Furthermore, cxnmples of typical compositions of
media to be used for identification of tho above-moniioncd
yeasta, molds, fun;i, bacteria and actinomyces are givon
as in the following.

(n) Yeasts
(1) MY mediunm

5  of neptone, 3 g of ycant extract (commercinl~
ly avoilable), 3 o of malt extract (commercially available),
10 g of D-glucose nad 1000 ml of dintilled vater. ;

(2) Potato-arar nicdiun
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ACQ g on poials In ercer, o, o tota
of water mud alloced Go siind 1 o B G

for scvernl hours, ond they filteree v oonocloth
bolled at 120'C Lo 1 Lowvir.  AfLes ool s, tha posaed it Lo
liquid is mede to 1 2. Lo vhieh aroe tilded 0 g oof D-: lucoso
and 20 g of aror. ’
(3) Golodkova wcdivi

15 peptone, 135 boulllon, 0,235 I-~lucoso, 0.9
sodium chloride ond 2.5 rrar.

(1) Sodiuvm ncolate medivy

0.0 sediya acetate and 1.%5 a~ar (0.045
raffinnse).
(5) TInlt exbenci-ngax mcdium

20 p malt extract powder, 17 g of asar cnd 4CO

nl of distilled waker,

(G) Verctohle Vrall-cror nedivn

(%)

500 nl of verctalde broth (comacrcially cvailable),

10 g of bhakerta yeost, 20 g of agor cad 500 ml of distilled
vater, pll 7.0,
(7) Cyposum medivn

"To o sintered gypsum is added an cqual amouut
of water, aud 1he nizture is stirred 4o cive a paste-lile
product. The procuct is poured in a sultable frame work

(a copper-moda conical frane, of wileh the insido is

coated with vaseline) and inmediately thercafter, a pas

pragent in the Lloched gypoum 1s pwcd off by tapping

——
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1the whole asascmbiy on o desk and the block is alloved to
gtond Lo about 30 minutes. The solidifilcd block 1o tainen
out, and the surfoce is made gmooth and at the same tine a
amall hole in provided on the surface into wvhich tthe test
yeast cells are to be placed. After sufficiently solidi--
fying the block, the vaseline is wined off, and the blocit
1g bolled for abont 30 minutes while replacing water 1 to
2 times. The bLloch is taken out uslag a sterilizcd
pilncetie and pleced Ju a large sizc petri dich vhich has
previouwsly boen sierilized, and sterilizcd water is pourcd
in tho dish vntil echout one hall of the block ig immersed
jn the vibor. The test yeast is precultuwred 2 to 5 tines
in malt broth, koji broth, MY or lMiller medium, and ‘the
supernatont liquid is L£lown out. She renaining fresh cclls
are placcd in the noall hole on the bloch using a platimi
loop or microspoon. The culture is offected at 20-25°C.
(L) THolds und fungd
(1) 1Inlt extract-agar medium

20 £ of nalt extract, 20 g of dextrose 1 g of
poptone; 25 (; of crar and 1000 ml of water.
(2) Pototo-dextrosc-agar nedium

200 r of potato (pecled off and cut into cubes) ¢
and 1000 wl of diziilled water are used lto give a deococtilun.
To the decocilon nre added 20 g of cverose and 15 g of arar.

() Crupes o epny 1tedun

55 ox tre by A ol Kliy, 0.5 5 of Nt
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7”20, 0.9 ¢ of KEY, 0.01 pofb FcSOh-Vﬂzo, 30 g of sucrose,
15 g of apar ond 10CO nl of distillecd water.
(#) Sabouraud's orae nedivm

40  of moltose, 10 g of peptone, 15 g of agar
and 1000 ml of distilled water.
(5) Oatmeal-agar wodium
‘ 50 ¢ of nﬂtncal and 1000 ml of distillcd vater
are uscd to pive a decoction to which is odded 20 g of gpar.
(-) oynthetic Tucer-agar medium .

50 g of dextrosz, 2 g of asparagine, 0.5 5 of
KHZPDA, 0.025 ¢ of ﬁﬁSD&7ﬁzﬂ, 0.5 mx of thiomine chleride,
15 g of agzar ond 1000 ml of distilled watcr.
(7) YpSs madiun

15 g of soluble storch, 4 g of yeast cxtract,
AL (5 )il KEHPOh, (0)-5) 15 GHE H550£7H20, 20 g of agar and 1000 nl
of distilled woter.
(8) Surar-yecast-opnr medivm (only for mycorrhiza~forming
fungl)

20 ¢ of dextrose, 5 g of dry yeast, 20 g of agar
and 1000 ml of tap vater (or well water), pH 5.0.
(9) TFhenoloxtdase reaction determination mediun

0.5% coch of tamnic acid and gallic acid are
added to o nalt brolh-agar medium or pututo-deslrose-agar
meddun.
{¢) Dacicrio

(1) Meat extract mudium
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10 ¢ of nsat acoivnct,; 10 g of peatone, 5 g of

1IaC1 and 1000 )l o distilled water, pll 7.2.
(2) iieat extract-opar nedium

10 5 of meat extract, 10 g pf peptone, 5 g of
IiaCl, 15-20 g of apmr and 1000 ml of distilled water,
pIl 7.2
(3) lient extroct-celotine mediun

10 ¢ of ncat extract, 10 g of peptone, 5 ¢ of
faCl, 100-300 i of relotine and 1000 ml of distilled
vater, nil 7.2.
(4) Litsus rddk

Yo o frec: ghim milk or powdered skim mill,
vhich bns been qﬂjv:tcd to the same concentration aos in
the row milk, is ocded a cuitable amount of litmus liquid.
(d) Actinomyces
(1) Sucrose-nitrate—agor medium

%0 ¢ of sucrosc, 2 g of NUEO3, IV riof KEHpOh,
0.5 g of IS, 7,0, 0.5 g of KC1, 0.0l-g of FcSDhVHEO,

10-20 ¢ of agar ond 1000 ml of distilled water, pH 7.0-7.3.

(2) Glucosc-nspnrag;ine-ogar mediun

10 p of rlucose, 0.5 g of asparagine,. 0.5 g
ol Kzﬂ?oh. 15-20 ; of agmr and 1000 i of distilled water,
i 6.2-7.0.
(3) Glycevine-asniragine-asar medivn

10, ol celyrcaning, 1 g of I=aspavagine, 1 (= of
Eenro“, 1000 ml of distilled woter, 1 ml of a solution of

traco nammts of saiis (0.1 5 of ot 7il0, 0.1 g of
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UnClZ-hHPO, (08 1 1 i THEOh-7HZO and 100 ml of distilled
water) pli 7.0-7.%, oud 15-70 g of apar.
(3lote) The above mcaium is preparcd in accordauce
with Iiediun Ifo. 5 of Imternational
Streptonyces Project (hcrcinaftér referred tc
ag "IGEY).
(h) Stareh-inorgnnie saltzagar medivm
Liquid T: 10 g of soluble starch is charged
vith a snall anount of cold distillcd water to give &
paste-lile product oad the product is diluted to make 500
i Diquid TEsS S prof KEH?OH' al i (@nt HgEOh-7H20,
o of HAGIER2 s ot (nuh)esoh. 2 ¢ of CaCO, 500 ml of
distilled vater, 1 1l of a solution of trace amounts of
salts (0.1 g of FelCy,-TI,0, 0.1 g of EnClz-bHEO, 0.1 ¢
of ZnSOh-Tﬁao ond 100 ml of distilled vater). Liquids
T and II are mixed torother, and thereto is added 15—
2050fn@m.
(ilote) The obove nedium is preparcd inaccordance
with Tiediwn lo. & of I3D.
(5) Tyrosine-agor nedium
15 ¢ of rlycevine, 0.5 g of L-tyrosine, 1 g
of L-asparagine, 0.5 g of KEHPOh, 0.5 of ﬂ530a°7H20,
0.5 g of NaCl, 0.01 g of FcSOh'7H20, 1000 ml of dis-
t11led water and 1 nl of a solution of trace amounts of
salta (0.1 ¢ of ch?h'?ﬂxﬂ, L6 L 05 TnClz'HHQD, [l e
of Znl0y -71L,0 ¢ad TCD il of distilied water), pH 7-2-T.h,
el 15--70

t; OoF
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(6) Iutvient amne radivn

5 oof penione, 5 g of meat citract, 5 g of
iaCl, 15-20 ; of a;+wv, and 1000 nl of distilled water,
pll 7.0-7.2. 3
(7) Yeanl—mnlt=o 00 nediun

&4 of yeani extract, 10 g of malt extract,
I ¢ of glucese and 1000 ml of distilled vater and, after
edjusting the pll to 7.3, thereto is added 15-20 g of agar.

(llot2) The almve nedium ia prepered in accordance
with iciivn o. 2 of ISP.

-

(3) Oatneol-aqar ediim

20.0 ¢ of coimeal (20 g of cotneal is boilcd for
20 minutes dn 1000 il of distilled viter, and then
Tiltercd throughh o cheese cloth and the loss in weight
is compencated with distilled vater), 1 ml of a solution
of trace anomnmts ol soalts (0.1 g orf F330h°7N20, 0.1 ¢ of
NnClQ-hﬂzo, 0.1 ¢ of ZnSOﬁ-VHZO and 100 ml of digstilled
vater) and 18.0 g of arar.
(9) Glucose-peptenc—relatine medivn

- 20 g of (lucose, 5 ¢ of peptone, 200 g of

relatine and 1000 ml of distilled water. The mixture is
sterilized Ly heating.
(10) Skim @il sadinm

100 ¢z of vmTortificd povdercd shim cow milk and
1000 m1 of distilled vatoer. i

(11) Pridhan-Gotilieh n~ar mediwm
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2.0h g ool (Til,)500,, 2,33 (2 of WiyP0,, 5.65 g
ol K2HPOA-5H20. o NgFOh-?HZO oand 1 nl of Pridheom-
Gottlich solution oi trace ocrmasunts of salts (0.04 g of
Cus0,,+ 51,0, 0.11 f: of Fef0y-711,0, 0.79 g of HnCl2'hH20,
0.15 g of Znf0,-71%,0 cnd 100 nl of distilled watcr).
The mixtvre is kept at 3-5°C, and is taken out when uscd.
The mixture is prepoved afresh every month. Vhen a pre=—
cipitate is formed during sterage, the mixture is not uscd.
After dissolving the vhole content, Lthe pil of the solution
is adjusted te 6.5~7.0. (If neccessary, 1 N NaOll or
1 I HC1 may be used.) 15-20 ¢ of rinsed and purified agar
is odded thercto, o942 the resulting nixture in sterilized.

(llote) 1In caitying out a test on utilization cof

cavbon sources, the abeve-ncntiloned sterilized agar is
dissolved and coola:d to C0°C, and then 105 cach of various
carbon sources, iiuich have 5ccn separately sterilized
(cccording'to Tilier sterilization, cther sterilization,
cthylene oxide sterilization or the like), is added in on
amount of 1/10 of tho above-mentioncd agor medium,.
(12) Peptone-yenst-iron ogar medium

@) 36 g of peptonc-iron agar e.g. Bacto—
Peptone Iren Agar dehydrated (Difco), 15 g of peptone,
0.5 g of animal mecat popain digestive pcptonp e.z.
Proteose peptone (Nifco) or Proteose peptone W (Ilissui),
0.5 g of ammonivm dron citrate, 1 g of KEHFOA, 0.03 g °

of Nay5,0, and 15 = of agar: (2) 1 g of yenst extract;
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(?f‘](‘;(‘(! ). of diskilled wakew, @ . @ and @ are nized Accordine ©o o izind of substance, for ciiuiple,
topether, sterilized and odjusted to pll 7.0-7.2. a nelting point noy not be determincd duc to carbenization
i Sl ance puaos or softcnings cven vhcen a crystallized preduct is obiainea.
(1) Vhen a substance produced is considered to be a In that casc, the reocon as above should be menticncd.
Imovin substance, the grounds for the confirvmation are (c) Vi o Gubatoneo pr‘ouuccd is a new enzyme, th
made clear deairably by referring to a literaturc in which ‘ follevineg 11 items sheuld be referred to in order to malie
‘the Imovm substonce is disclosed. clear the reasen vy the enzyme 1s censidered new.

(B) ihen a substonce produced is considered new, the | @ hetivity
Tollovins physico-chenical vropertics should be specificd ' @, Specificity en cvhstrate
in ordeiy to wa'ic clear the recason for that consideration. ©) (\-)L.Q‘ s pli rone and stable pH range

(LR Gl i SR (M) Deterninatlon wihod for potenes

@ Teleevlar voirit 5. Rence of terperaiure appropeiate for activity

(3 Lielting point (melting points of salts also are ) Comaiiion of deastivation due to pli, tenperaturc, cic.

aceeplable) (7" Tahibltion, octivatlon and stabilizatlon

@ Specific rotuticn B DPurification rothod

@ Ultraviolet absorption spectrum (D Iolecular veirht

(©) Infrared absorption spectrum E (’]—G Crysial struciure

(@) SoJubility in solvents v i lﬁ Mlenenivary onelysis

@ Color reaction, ! i Of thie above physico-chenical propertics, if

@ Diatinction on bosic, acldic or ncutral properties there are those which camol be speeificd depending upon
f0i color of substance produccd ; a kind of cnzyiie, the reason why they cannot be specified

0f the above-mentioned physico-chemical propertices, . should be mentioned and at the some time, if necessary,

17 there ore those which camiot be specificd depending other physice-chenleal prapertics should b suppleucented
vpon a lind of svibstances, the reason why they cannot bLe Lo muka deCinlie Lthe enrymz producad.
speclficd chould be nentioncd ond, 1 necessary, other © ‘ Avaer of comynes Gl ieuld
physlco-ale denl prropertios chevdd be supplenented to ninlie vhien ey arc pnedfied pnd so dolcoominetion of omeiled
dnfind i o ' ‘
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sbrueture somebimen is impossible. In that case, degree

uf mehillty on filter paper clectrophoresis may be

referred to in ovder to defing enzyne.

(D) “hon a sulstance produced is a new high nolecular
veirht suistonce and cone of the physico-chemical pro-
pertics oa veferrcd to in the obove 5.41-(3)D-(3) camot

be gspecificd oa Lo enid new high molccular weight substance,
the reesen Tor this should be mcﬁtionnd and at the sane
tinme, if neecessary, other physico-—chemical propertics chould
be supnplen-nted to define the high molecular weisht substance.
(x) Then o arhntance produced ds an antiblotic, in
rddition o the phrrico-chenlcal prepertics asg rcicrrod <0
in the abhove 3.41~(3)7-(B), the resiztance to the followving

5

hacteria os mentiched

below and actucl wtility (including
presence or asbsenan ol toxicity) should in principle be
nentioned.

A« Brcterin

(a) Grom positive bacteria, for cxample, (1) Sﬁaphylococcus
AUICUS, GE) Slreplococcus pyoficnes, (§) Diplococcus pncu—
moniae, (" Corynehacterium diphtheriae, (5) Bacillus
subtilis, etc.

(b) Cram negotive bacteria, for example, (1) Hemophiius
pertuasis, (2) Heinserin meningitidis, (%) Escherichia coli,
(@ salnonclla typhi, (5) Shigella dyscnterloe, QD Paendo--

nonag acruginosn, ctc.

() Acid-resistonl bocteria, for exomple, CD liycobacterium

-
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tuberculosis, etc.

ST i =
b. Molds, for example, *L: Aspergillus oryzae, (2) Asper-
Fillus nipger, lj- Penicillium notatum, ﬂ) Penicillium

chrysogenum, etc.

c. Yeaststs for cxomple, (@) Hanscnula anomala,

{2)  Eaccharomyces cercvisiee, (3} Torula utili, (EJ Willia

anomala, cle.

d. Others, for czamplc, (i) Virus, (E) Rickettsia,
(3) Proton:zoa, @) cnco-cytc, etce
C. Cultivétion and Recovery
It is aliays necessary to glve a conerete cii-
planation on the proccdurces (cultivation ncthod, step for

reccovery and the lile) neccssary for producing a substance

ceven when there is no characteristic aspect.

i Judpenent of Chonge in Gist (= MNew ilatters)

Then the technical matters set forth in the claim
deviate, a5 a reculit of anmendnent mode to the specifi-
catlon, from the citent of the matters described in the
specification as first filed, said eucndment shall be
deemed to.chnngn the rist of tho gpeeification or, in other

vords, to constitute new matter.

1.1 IHcroorganisiic utilized

4,11 An anendment nade to the name of microorganism
utilized shall not Lie decwied to constitute new matter
mmless a deposit muber (or receipt number) described in

the specliication as Lirst filed is chnngcd;
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5,12 In casce no change is made as to a deposit muiber
(or receipt number) deseribed in the speciflcation as
first Tiled and the ceunditions stipulnited in 3.13(3) arc
recognized as beiny satisfactorily fulfilled, any supplec-
ment thercto of other nicrobiological properties shall
not be dcemed to coustitute new matter.

4,13 Yhen an invention is rcéognlzcd as incomplcte in
view of 3.1%5(2), oncadnent of a deposit number shall be
dcemed to constltuie new matter.

5,14  In casc on invention is recopnized as incomplete in
view of 3.13(3), any anendment made to the disclosced
nicrobiolesical properties shall be decied to consiitute
new matter.

4.15 Vhen a deposit nunber deseribed in the specification
as first filed is subjected to amendsient, such amendment -
deened, in principlce, to constitute new matter.

.2 Substances produced

4,21 An smendment to a name of substance produced shall
not be deemed as changing the gist of the specification
only when it ig clear that the properties of the substance
referred to in the specification as first filed are not
substantially changed thereby.

L.22 An amendment to physico-cheomical properties shall
not be deemed as constituting new mavtor, only when the
anendment is slipght ond recormized as not coonging in

substance the asubstance producoed.
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11.25 Yhen o sulistomece preduced is new and at lecast the
~olloving: three nhrsico-chenical properties, i.e.

A, clementary onalysis, (%) infrarcd abgorption spectrun
and (j} ony one of noleccular welght, melting point and
characteristic celer rcaction, amonﬁ ‘ten physico-chenical
properties listed in the above 3.41-(3)B(B) are spccificd
in the specification as first filed so that confirmation
of the sulntance in presuned as practically possible,
additlion of 1n-specificd other physico-chenical propeirtics
among said ten sball not be deemed as congtituting now
natter.

Further, vhen either one of the above thrco
physico—chenical piopertics 1s lacking but some propertics
instead swve fully dzseribed or the reason vhy sald propecriies
commot be specifict dopending upen the type of substance
ig made clear oud or- firmation of the substance is presumed
as practically po:hiblc, gddition of un-cpecified physico-
chemical propertins among the ten as 1lsted up in the above
3.41-(3)D(B) shall net be deemed as constituting new natter.
L.2L  Amendment to the structural formula of a substance
produced shall not be.dcemed to constitute new matter, only
vhen it 35 clarificd that a compound having the newly
determined strueturnl formula is the same substance as that
specificd in the specificotvion as first filed by a credible
teclmleal publicaticn, credible experinental report or <he

130,
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.25 Vhen a substence produced is a new cnzmyme and at
lenst three physico--chaiileal properties, i.e. 1 activity,
2 sopeeificity on substrate and 3 Optinum pll value and

stable pli range, among the eleven kinds of propertics
defined in the above 3.41-(3)B(C) arc spccified in the
snecification ns first filed and vhen confirmation of the
cnzyme is presuvmed to be practically possible, additicn of
un-specificd properticns among sald elcven kinds of physico-
chenical propertics shall not be decrmed to constitute new
natier.

Further, vien either ;.. of the above three
rhysico-chenileal propertices 1s lacking but some propertics
instead are fully npecifled or the rcason vhy said property
cannot be specificd depending upon the type of enzyme is
made clear and coniirmation of the cazyne 35 presuncd
practically posclible, addition of un-specified propertics
anong said eleven )liinds of physico-chicmical propertics
defined in the above 3.41-(3)B(C) shall not be deecned to,
constitute new matler.

.26 Yhen an inventlon 1s recopnized as incomplcte in
view of 3.13(4) and 3.13(5), any supplement thercto of
nicrobiological properties shall be deemed to constitute
new matter.

Therefore, 1L the respective 3 items of 4.235 and
4.2% have not been deseribed oad hence the invention 15

recopnized as dncorelete in vicw of 3.05(4) and 5.135(5),
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no omendment is oo ed b bo effected. The application
of sald inventizo wotl dvevitably comne to bo refilcd
afresh.
5 Supplenowiar; Lormlatdcas

5.1 This fEaamiaacion Stondard shall be applied to a patent
applicaticn asg xilad on end after Januvary, 1971.

5.2 Wrernatation dosecarch Ingtitute, Agency of Industrial
Seience & Technolo v is designated as an authentic

deposltovy in Jopion, with vhich a micrcorganism utilized is

to be deponited, nn welerred to in 3.24(1).

(Original)
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With reference to your Circular No. 1795/453 of November 20, 1973, relating
to patent procedure with respect to inventions concerning microbioclogical processes
or products thereof, I have the honor to inform you that Article 2 of Law No. 606
of June 20, 1955, reqguires that new patented products have industrial character;
in principle this requirement should rule out biological inventions. However,
considering the negligible importance of such inventions in 1955, and its incessant
growth since that date, it is not unlikely that the courts will take a liberal
attitude, but as yet no judicial decision has been rendered in this field.

Furthermore, the legislation of Monaco contains no specific provisions on
the patentability of inventions concerning microorganisms. If an application for
such a patent were to be filed with the Industrial Property Department, the latter
would be unable to demand, in addition to the description, a deposit of the micro-
organism with a reference to the deposit in the description.

(Translation)
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(1) A valid patent may be obtained in recnuc

of micro-orgcanisms

(@) "o

(1) A description in writing is sufficient.
deposit is required.

(S NN () ot anplicable.

o furthzsr information is available.

(Original)

)
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ROMANTIA

i Patentability of Inventions Involving Microorganisms

The law of the Socialist Republic of Romania contains no provisions on the
protection of inventions concerning microorganisms. The procedure followed in
such cases is based on the general provisions regarding patentability and on the
fundamental principles of our law.

Tk According to the practice in our country a valid patent may be obtained for:
(a) a process involving the action, under specific conditions, of a micro-
organism; the microorganism must be officially registered on the date of filing
of the application, and made available to the public;
(b) a product of a process referred to under (a) (the product patent is
granted only to a Romanian State enterprise to which the inventor--or his successor

in title--has assigned the rights attaching to the invention, pursuant to
Article 7 (b))

(c) No: a new microorganism existing in nature is not patentable;

(4) No: a new strain of an existing microorganism, regardless of the
process by which it is obtained, is not patentable.

2 The law of our country contains no provisions relating to the patentability
of inventions involving microorganisms.

II. Disclosure and Making Available to the Public

Il If a patent application is filed in our country for an invention involving
new microorganisms, a description in writing of the microorganism has to be sub-
mitted (giving morphological and taxonomic characteristics), and a deposit of the
new microorganism has to be made in a culture collection, with a reference to the
deposit in the description.

2. (a) . The deposit of the new microorganism must be made only in a recognized
culture ccllection.

(b) The deposit may be made in a culture collection outside the country.

s The deposit of the new microorganism in a recognized culture collection must
be made on the priority date (the date of first filing of the patent application).

4. The new microorganism has to be made available to the public.
(a) The new microorganism, being the subject either of a patent application
the owner of which is a Romanian State enterprise, or of an expired patent, is

made available to the public through the obligation of the laboratory keeping the
specimen to sell a sample to the Romanian State on request.

(b) (1) The new microorganism must be made available to the public on the filing
date, provided that the instrument of filing contains an offer of assignment to
a Romanian State enterprise.
(ii) No.
(iii) No.

(iv) On the date of expiration of the patent where the rights under the re-
spective patent have not been assigned to a Romanian State enterprise.

(¢) There are no provisions in our law determining the conditions and the relevant
restrictions on the basis of which the new microorganism is made available to third
parties. However, infringement of the exclusive rights conferred on the owners of
patents for inventions involving microorganisms is punished according to the Law
on the Protection of Patentable Technology.

(Translation)
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SOUTH AFRICA

Patentability of Inventions involving Micro-organisms

1. a) A valid patent may be obtained under the South
African Patent legislative for a process in-
volving the action of a micro-organism not
already known and available to the public.

b) It can also be obtained for a product of a
process referred to under (a).

¢) It seems highly probable that no protection
can be obtained for a new micro-organism
which is found in nature and is taken from where
it was found, but that depending on the par-
ticular circumstances of each case, valid
protection might well be obtainable for that
micro-organism when "manufactured", provided
of course, that it is possible artificially
to produce such a micro-organism.

d) It is probable that a patent may be obtained
for a new strain of an existing micro-organism
obtained by a process such as mutation.

2. The South African legislation and court decisions
contain no other provisions relating to patentability
of inventions involving micro-organisms.

Disclosure and Making Available to the Public

1. There is no legislation or case law on this point.
If the new micro-organism can be identified fully
and clearly by way of description only, there seems
no reason why this should not be sufficient.
However, it might well be nceessary for positive
identification to make a deposit in a culture
collection and to refer to that deposit in the
description.

2. a) A definite answer cannot be given, but if a

deposit is required it is highly probable that

4
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it will be necessary for the deposit to be made
in a recognised culture collection.

b) A definite answer cannot be given, but it is
probable that if a deposit in a culture collec-
tion is required, a deposil in such a collection
outside South Africa may be acceptable.

In the absence of legislative and presedent it is
difficult to give a definite answer, but it is
probable that the deposit will have to be made at the
"effective" date of the application, i.e. at the
priority date in the case of a Convention application
and on the filing date in the case of a non-Convention
application.

There is no legislative or case law on the point, but
if a deposit is required, it is probable that the
micro-organism will have to be made available to

the public.

4) An answer to this question cannot be given at
this stage.

b) No definite answer is possible, but if the micro-
organism is to be made available, it is probable
that it will have to be made available on the
date of publication of the description.

c) There is no legislation or case law on this point.
In the absence of legislation and case law in respect
of inventions concerning microbiological processes or

products thereof, no further information can be
furnished.

(Original)
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UGANDA

My country does not examine FPatents either
as to patentabilibty or as to novelty. We do a kind
of rubber-stamping by registering only those
Patents which have been registered in England.
In the circumstances, I would say that whatcver is
registered in snrland.as a Patent, is registrable
in Uganda as well. I agree this is an anomaly,
but thcre are a lot of facts that do contribute to
this prsctice which are not necessary in this

letter.

I hope that your request is complied with,
especially as I think that it is mot worthwhile
touching point by point in your Questionnaire.

(Original)

/End of Annex "
and of document/
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