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“Items which could be incorporated in contractual arrangements for the

transfer of technology for the manufacture of those bulk drugs/intermediates
iacluded in UNIDO's illustrative list" (ID/WG.393/1)

Page Para. or item Suggested changes
1 Foreword Several participants suggested that the first

sentence should be revised:
(a) this document is the final version agreed to by
the Ad Hoc Panel of Experts in their advice to UNIDO
secretariat.,

or (b) the Ad Hoc Panel...agreed to submit this document
to the Second Consultation.

3 Preface Several participants suggested including in the Pre-
face a sentence stating that a contract should mean
an agreement freely entered into by parties in
accordance with the specific circumstances of each

case and in keeping with national laws and
regulations.




5 Last two
(1)

6 (1i1)

12 2.9

14 3.a.3

Another participant stressed that the very title of
the document implied that there was no obligation to
enter into coatractual arrangements.

One participant opposed such inclusion as it might
mislead the ultimate user of the document as tc the
applicability of national legislation that invariably
constituted the frame for all contracts.

The secretariat pointed out the difficulties that
would arise in trying to include a set of definitions
in the documents. The secretariat also referred in
that context to document ID/WG.393/17, paragraph 109,
defining transfer of techrology.

Correct punctuation.
Replace "likely” by "potential".

Some participants suggested deletion of "particuiarly
in developing countries" as the experience gained
should refer to the developed countries.

Another participant suggested the wording be left as
1t was, or that reference be made to both developed
and developing countries.

Other participants stressed the existence of a tody
of laws and practice on technology transfer
agreements in developing countries that should be
considered.

One participant suggested replacing "commercially
proven” by "commercially feasible". That was opposed
by several participants.

One participant suggested adding to that paragraph:
"Often the value of know-how was of great economic
importance sometimes equal to that of a patent". One
participant was opposed to tine inclusion of that text
because of its implications in contractual
relationships.

Another participant said that (a) unpatented did not
mean unpatentable and (b) the value of know-how could
2o beyond the life of a patent.

One participant recalled that for the 26 drugs
covered by the document, the patents had generally
lapsed, and the know-how thereon was fully available.




3 and 4

3.£.2

(i11)

J.g.b

A few participants suggested that these paragraphs
might need reconsideration in the light of discussion
on the subject of export restrictions mentioned on
page 46.

It was also suggested that a sentence be inciuded to
the effect that the licensor was also able to limit
exports to countries where he produced the drugs
concerned.

One participant stated that several developing
countries had national legislation that did not allow
for export restriction clauses.

One participant suggested distingulshing between
royalties paid for patent rights and royalties paid
for know-how. In the first case, there should be no
payment 1f the patent did not exist; payment should
however continue if it were made for acquisition of
know-how. The secretariat added that, if a patent
application were rejected, there would not be grounds
for payment as the technology was then 1a the public
domain.

Patent immunity: [t was suggested that the
iilustrative clause should reflect paragraph 4 on
page 19.

One participant suggested a rewording of the last
sentence: enforceable final ruling of a competent
court.

Training: One participant indicated that the text
should not be understood as implying obligation of
results.

One participant suggested that the different
positions of the United Nations Conference on a Code
of Conduct on that issue be taken into account.

The s~=cretariat informed the Working Group that no
agreement had so far been reached as to chapter 4 of
the draft Code of Conduct, containing the reference
mentioned, and that the Parel therefore could not
rely on an agreed text.

Last sentence: the word "are" should be changed to
"may be''.

One participant suggested that the different posi-
tions of the draft Code of Conduct on that issue
should be taken into account.




59

60

61

61

S.c.l

S5.c.2
Ist
para.

S.c.l

5.c.3

Transfer of improvements: One participant stated
that the paragraph seemed unbalanced as to the right
of the licensee to have access to improvements.

Other participants considered that the text was
sufficiently balanced.

Another participant expressed the opinion that,
during the lifetime of ar agreement, the licensee

had the right to obtain improvements developed by the
licensor; if the licensor, however, had acquired such
improvements from a third party, he should inform the
licensee but could not be compelled to furnish the
improvement.

The secretariat pointed out that there was no
imbalance in the text as it reflected common busines:
practice, notably as contained in the World
Intellectual Property Organization licensing guide
and the model contracts established by ORGALIME.

Another participant stated that royalties also
compensated for research and development costs; thus,
the results of licensors' research and development
had to be transmitted to the licensee.

One participant supported that the text should be
reflected in the illustrative clauses given on
page 48.

Scope (line 4): One participant suggested replac-
ing the word "advisable" by "necessary'.

One participant did not agree with the second
sentence.

Confidentiality: One participant suggested intro-
ducing into the first sentence the concept of "all
information indicated by the licensor as being of a
secret nature'" or '"trade secrets, sacret know-how and
all other confidential information'.

One participant suggested an alternative clause (d)
to the effect that confidentiality should be
maintained until the information provided was no
longer confidential.

The secretariat noted that the issue of
confidentiality was a controversial point in the
Transfer of Technology Draft Code of United Nations
Conference on Trade and Development and that it has
been dealt with by some national legislations. The
tendency was not to accept confidentiality without a

time limit beyond the duration of the contract.




88

90/91

90/91

98

9.b.
para.

9.c

12.2

Another participant was opposed to the inclusion of
the new suggested alternative and added that a normal
time span would be five years.

Another participant said that his country's
legislation would not permit unlimited
confidentiality in transfer of technology agreements.

Term of the contract: Several participants

suggested that the reference to fixed time, 1.e.
"five years", should be deleted. One participant said
that the time span was practised and should be
mentioned.

Several participants suggested that restrictions

on the use after expiration should be permitted in
the case of patented technology and secret know—how.
That should also be reflected in the illustrative
clauses. That issue was also dealt with in the draft
Code of Conduct.

On the above point the secretariat reminded partici-
pants that the basic objective of IINIDO was to
promote industrialization of developing countries
through transfer of technology for the production of
essential drugs. That did not imply negation of the
existence of patents and know-how. The above comments
also applied to other restrictive practices.

Such an exercise would be fruitless if 1t were to
restate and sanctlon restrictive practices that had
hindered transfer of technology, and that were
considered objecticnable under many systems, as well
as in the draft Code of Conduct. Some participants
considered that the texts as they stood were
appropriate. One added that they were consistent with
the law of his country.

Sub-licensing: Some participants found the general
approach to the subject as stated in paragraph 2
unacceptable; one participant said that the text was
acceptable as it stood.

Another participant suggested mentioning the
alternative that sub-~licensing was 1ot possible.

Another participant said that sub-licensing only
occurred if it were agreed by both parties;
sub~licensing could also be to the benefit of the
licensor.

Several participants suggested that a reference
should be made to specific agreement by the licensor
to grant a sub-license.




98

101

In reply the secretariat referred to page 99,
illustrative clause paragraph 2 (alternative a):
mentioninrg the written consent of the licensor.

One participant suggested that the reference to
20 per cent" be deleted.

Applicable law: One participant suggested a more
neutral wording, as in paragraph 2.a., of
paragraph l.a.

"Items which could be included in licensing arrangements for the transfer

of technology tor the formulation of pharmaceutical dosage forms" (ID/WG.393/3)

Page

1

Para. or item

Foreword
Preface

-
4

3
line 2

1 (last
line)

"o

(i)
(i1i)

(3(c)

Suggested changes

See amendments suggested for ID/WG.393/1
See amendments suggested for ID/WG.393/1

One participant suggested that the coverage of the
document could go beyond those drugs contained in the
WHO model list. Another participant stated that the
coverage should be restricted to the WHU model list.

It was also suggested to add "among others" after
“"general application".

General preference was expressed at keeping the
wording as 1t was in the text.

One participant suggested deletion of "concrete”
as it gave undue emphasis to the word 'proposals".

One participant suggested adding ...and should

normally not contain...".

One participant suggested replacing the word
"recommendations" by '"statements and illustrative
clauses provided in the document".

Another participant suggested "general guidelines'.

In the view of other participants, the language used
here should also be reflected in ID/WG.393/1.

See amendment suggested for ID/WG.393/1.
See amendments suggested for ID/WG.393/1.
One participant questioned the term "life-saving”.

Another participant suggested replacing it by "health
items".




6 3(b) and (c¢) One participant stated that it was unnecessary to
refer to "sterile conditions" as that was generally
known.

Another participant said that as the document was
primarily designed for the developing countries it
was important to stage all requirements. That point
was further agreed to by a participant who said that,
in view of the high costs attached to quality
control, Governments should be reminded of its
importance.

It was also stated that quality control should be
independent of production.

7 A participant suggested that reference in the
document to pharmacopoeias could only be indicative
as account could not be taken of all of them. That
also referred to the footnote on page 7.

7 3(d) Several participants requested that the three
paragraphs on "generic products", "brand name
products”, "over the counter products' be rewritten
by the Ad Hoc Panel.

One participant disagreed with the content of that
paragraph stating that there were also innovative
companies that produced "generic products", and that
brandnames were not allowed in some countries,
including some industrialized ones.

7 3(d) Another participant referred to the issue of pharma-
copoeial names, stating that there were several
generic names for given products and that several
(five main) pharmacopoeial descriptions existed.

9 4 One participant stated that the technoclogy for
formulation was not always to be seen as an easy
activity; the absence of an obligation for continuous
payments was often the case but not always. He
suggested that a new paragraph be inserted after the
first paragraph: "However, in a number of cases,
continuous payments could be agreed upon: this would
apply where galenic techniques techniques galéniques
used contain some patentable specificities, or where
their adaptation to a given case present difficulties
or when this is so desired by the two parties in
order to spread over time the payment of the
formulation patent."”




12

14

14

14

last para.

1(a)

2.1

2.6 (second
line)

2.7

2.7

Another participant recalled that the issue had been
discussed at leng:h by the Ad Hoc Panel and that,
despite the fact that there were indeed sometimes
difficulties with the technology, there was no need
to add further restrictioas. The parties would have
to decide on eventual payments. He suggested that the
text be maintained.

A participant said that reference to "continuodus
payments" was not acceptable to him in view of his
country's legislation on the matter.

A participant said that the last line of the first
paragraph should read "...and should normally not
contain restrictive conditions".

One participant suggested adding the word
"illustrative” (clauses).

One participant suggested adding "the Liceasor is
able and has the right to transfer".

One participant suggested deletion of "or legal
assignee or successor” in both paragraphs 2.1 and 2.2.

The secretariat explained that the term had been
added by the Ad Hoc Panel; the terms were used in a
broad sense to mean beneficiary of assignment and
legal successor.

One participant said that the term '"marketing' was
not defined. Another participant suggested replacing
"marketing" by "sale".

One participant said that the expression 'raw
materials" was inconsistent with the text on page 15
para. 29. Another one expressed that 2.6 should read
"product's raw materials..."

One participant said that the licensor may not have
all elements needed for registration. To another
participant it seemed preferable to use "marketing
authorization”" instead of "registration'". Another
said that registration should be mentioned as a part
of market authorization (which also included prices,
etc.).

One participant said that the paragraph was addressed
to local authorities in developing countries. In his
view the paragraph should not be changed.

Licensor's information should not be restricted to
that necessary for negotiation if in the re-
cipient country there were requirements lower than in

the Licensor's country.




22

(28]
wn

26

30

31

4ta) last
line

1 (line 3)

last 3
lines

3~
.
-

5 (third
para.)

6.3 (ait.p)

(b)

Another participant suggested that it should be
clarified whether the licensor had to generate all
data required. He also said that post-registraticn
medical work was not necessarily included; 1f 1t were
registered, the licensee should absorb part of the
relevant costs.

Several participants suggested malntalning the text.

One participant suggested adding to line &

... documents iIn possession of the licensor ...".

One participant noted that information must be kept
secret if the contract remained without ob ject.

One participant suggested adding "in possession of
licensor". The secretariat made reference in that
context to p. 25, para. 4.] and $.2.

Une participant suggested that if a product were
banned in one country it should no longer be used in
an other.

Another participant suggested that reference to
developed or developing countries was not required as
the rule should apply to all countries.

One participant explained that if a product were
banned for economic reasons in the 'icensor's
country, the licensee could still use it; irt,
however, a product were banned for health reasons, it
should also be banned in the licensee's country.

Une participant suggested addition of ''the licensee
shall have reciprocal obligations to the licensor™.

One participant suggested including "transport
costs”.

Une participant said that it was not clear who
was responsible for the costs.

One participant suggested adding after */ "except In
some particular cases such as galenic improvements”
("améleorations galéniques').

Some participants disagreed with the content of that
sentence. The secretariat explained that that was
cormon use; if a patent was invalid, the licensee
should not suffer the consequences. The draft Code of
Conduct also contained similar formulations.

One participant said that para. 7.2, p.32 should be
reflected in the commentary on p.3l.




32 7.1

32 7.2(b)

33 8

33 third
para.

33 last para.

33

34

I
L)
[

|

One participant suggested replacing "a license of
use” by "a licence to make use and sell".

One participant indicated that the draft Code of
Conduct referred to "disclosure" to the licensee and
that a recent revision had added "...concerns in a

direct matter...".

One participant suggested that reference be added to
include the case that, if the contract were
terminated for reasons attributable to the licensee,
the licensor should obtain the transfer in his/her
benefit of the licensee's trade-mark. The secretariat
explained that that was not international practice
and would correspond to a forced transfer without
compensation.

Another participant said the legislation of his
country, for instance, would not allow retrocession
or transfer of trade-marks; the licensor could only
request the registration of another trade-mark. One
participant said that he knew of no reference to such
clause in international contracts.

One participant said that the second sentence was
too negative.

One participant suggested two possible additions:

(1) However, frequently the choice by the licensee of
the licensor's trade-mark involves the latter in
matters of quality and safety control of the product
that would be beneficial to the public health of the
country as well as for the licensee;

(ii) If the contract provides for use of the product
under a trade-mark in the name of the licensee, the
licensor can reserve the right to approve the
trade-mark chosen by the licensee; he can only oppose
it for legitimate reasons.

Those suggestions were intended to avoid negative
implications that, for some participants, may be
derived from the present text.

One participant indicated that the question of
product liability should be developed in that
context, particularly where the licensor's trade-mark
was used and he was involved in quality control.

One participant suggested that illustrative clauses
be drafted to cover a license of .trade-marks by the
licensor.




One participant suggested adding as an alternative
illustrative clause:

"Alternative (b): The licensee will sell the product
in the granted territory under the licensor's
trade-mark."

One participant suggested adding: "Another is the
case where the registration file contains a
certain basic drug manufactured by a certain
manufacturer. In such a case there are laws that
prescribe the provision of this specific basic drug
by this specific manufacturer."

He also suggested redrafting the first line as
follows: "In any such situation the drugs should

be...".

One participant suggested replacing the first five
lines of the paragraph by the following: "The
acquisition of basic drugs from the licensor itself
or other source designated by it should not be
imposed when not required to maintain the quality of
the product when the supplier's trade-mark is used.
Another possibility in ensuring the quality of
products which bear a licensed trade-mark may be...".

That proposal should also be reflected, in
accordance with the participant's opinion, in an
illustrative clause.

39 10 (fourth One participant suggested replacing that para-
para.) graph by the following: "In general, the ac-
quiring party should not be required to transfer or
grant back to the supplying party improvements
arising from the acquired technology on an exclusive
basis without offsetting consideration or reciprocal
obligations from the supplying party."

That should be reflected alco in an illustrative
clause.

Another participant suggested adding at the end of
the paragraph: "except if the secret of the main
contract is jeopardized".

41 One participant said that exclusivity was a desirable
goal in some cases, but that many of the developing
countries did not have the basic infrastructure and
the strength of their distribution network was not
adequate; in such cases, it was preferable to have
several licensees cover the health needs of the
population.




42 1.1

43 12 (first
r.ra.)

43
4

|
tay
9]

|

Une participant recalled that this item had been
discussed by the Ad Hoc Panel and that it was quite
unacceptable that the licensor would judge the
adequacy or inadequacy of local systems. There was in
addition, an issue of scale that made exclusivity a
condition for a viable production. That view was
supported by other participants.

One particlpant suggested that reference to
"sole-licence" be included. Another participant,
recalling the debate of the Ad Hoc Panel on
Sub-licence, stated that that term should not be
included.

One participant said that the term "item" was not
defined; 1t should be replaced by "technical
information" etc.

One participant, disagreeing with that paragraph,
suggested replacing it by the following:

"As mentioned before*/, technologies for formulations
considered in this document are in the majority of
cases well known and diffused. In a considerable
number of cases, however, they do comprise secret
information especially concerning stability of the
product (including know-how of packaging) with
special regard to tropical conditions.

"The technical information related to formulations
may also include standard confidential information,

e.g...." etc.

One participant said that the text did not require
any change as it was based on a consensus achieved in
the Ad Hoc Panel.

Another participant suggested adding: "In this case,
a written undertaking by subcontractors and other
third parties against disclosure may be advisable."
That should also be reflected in the illustrative
clauses.

One participant suggested adding that the
subcontractor should be bound by a similar
confidentiality as the licensee.

One participant referred to the confidentiality of
medical and scientific information contained in
dossiers presented for the registration of products.
Another participant disagreed with their point as
such information was often published and pertained to
the public domain.




One participant proposed replacing "normally" by
"exceptionally'" and "exceptionally”" by "normally".
Another participant was opposed to those changes.

44 12.3 Same amendment as in document ID/WG.393/1
Altern. (page 61, 5.c.3).
(c)

47 3.1 One participant suggested that reference to

"technical information'" etc. conform with the
definition of those terms.

Altern. One participant suggested that the phrase read-
(a) ing "...the price of basic drugs... and in-
corporated in the products" be deleted.

Another participant, referring to the over—pricing of
raw materials, stressed that the clause should be
maintained as it was.

One participant suggested that the remuneration for
engineering and other similar items not mentioned in
paragraph 3.1 be included therein.

48 One participant said that in cases where the licensee
used basic drugs different from those of the
licensor's, the guarantees should not apply.

49 One participant suggested that the licensor should
not provide guarantees or warranties if the licensee
purchases bulk drugs or intermediates from sources
other than the licensor or those not approved by him.,

55 Sth line One participant suggested changing '"not very signi-
ficant" to "may not be significant".

57 para. 2 One participant said that points 7 and 8 in his
opinion were not RBPs.

para. 3 A few participants suggested inserting: "...which
unduly restrain competition and thereby have an
adverse effect on the international transfer of
technology."

last para. One participant suggested deleting "most harm-
ful.
58 para. 2 One participant suggested replacing "inter-

national" by "competitive'.

para., 3 One participant suggested adding in the first
line "information that is not secret”.




62

66

67

67

68

69

last para.
line 3
line 5

para. 4

last line
22.1 (alc.b)
22.2 (alt.c)

(111)

Jrd para.
line 2

One participant suggested inserting: ...Ls "not"
agreed upon...
..."and/or selling"...

One participant expressed that illustrative clauses
should covar the three situations referred to in the
paragraph. The secretariat reminded him that the
objective of the exercise was neither to reflect
extreme positions nor to incorporate in the text
restrictive clauses that hindered the transfer of
technology to developing countries, but to elaborate
reasonable compromises for the parties. The
participant who made the proposal conceded that
complete prchibitions to exports should not be
included, but considered existing alternatives not
satisfactory.

Another participant stated that the difference
between '"reasonable" and "unreasonable" restraints
should be kept 1n mind; the objective was to
eliminate "unreasonable"” restraints. That was also
currently being debated in the United States of
America and European Eccnomic Community.

A participant recalled the consensus reached on the
paragraph as it stcod by the Ad Hoc Panel and
suggested that the text be maintained. Another
participant agreed.

One participant suggested deleting "in

principle".

One participant suggested adding "at its expense"
..."and express written consent"

One participant suggested that subparagraph (iii)
refer to the expense in connection with the
training of sublicensee's personnel.

One participant suggested replacing "allows" by
"does not forbid" and referring to remarks made

on applicable law in ID/WG.393/1.

He also suggested adding the paragraph to
ID/WG.393/1.




"Items which could be included in contractual arrangements for the setting up

of a plant for the production of bulk drugs (or intermediates) included in

UNIDO illustrative list" (ID/WG.393/4)

13

25

27

38

57

66

90

92

Annexes

Para. or item

Foreword
Preface

3.1.1

7.6
alternative
(b)
9.5

15 (a)
and (b)

17.1

27

28

Changes proposed for the foreword and preface of
ID/WG.393/1 also apply.

One participant suggested adding: zoning and other
permits.

One participant suggested including reference to the
need to provide hcusing, office equipment, recreation
etc. The secretariat pointed out that the subject was
dealt with on page 18.

One participant suggested deleting "official".

One participant suggested changing the word
"divisible" for "confirmed".

One participant said that guarantees should also
be given to the contractor as he would normally
ask for them.

Second line from bottom: One participant suggested
adding the word "proven" to the words '"negligent act™.

One participant referred to his suggestion as to a
more neutral formulation as he had proposed to the
section on "applicable law" in ID/WG.393/1.

Same suggestion as above referring to settlement of
disputes. One participant proposed the inclusicn of
delivery terms. The secretariat pointed out that
those were outside the purview of such contractual
arrangements.

One participant, noting the technical nature of the
contents of the annexes, suggested that technical
experts should check them.

Another participant said that all annexes had been
checked.

The Chairman suggested that any further comments on
these annexes, arising after examination by national
experts, could be communicated to the Ad Hoc Panel
through UNIDO.
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