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Background note

MEDICAL APPLICATIONS OF THE PRODUCT

{Note : "Medical applications of the product is one part of the

Article" Définition of product (s) proposed in July 7. outline).

The provisions contained in this paragraph have the fcllowing
objectives

- jt is a usual means to precisely define the product, which
must be clarified long ago before registration is introduced.
Many active principles have both human and veterinary applica-
tions and very little difference in specifications.

- this precise definition is recessary for registration purposes.
- a product may have several medical applications. Some of them
may not be suitable at all in the licensee's country. Through

the said provisions, the licensc is duly informed by the licen-
sor, and under the licensor's responsability, of the limits

to be observed in the use of the product.

-~ if the Contract on formulation of dosage forms which usually
follow= the production licence agreement is not established

with the licensor, but with a third party, then the license will
remain without documentation and data on the medical applications

of the product developped and licensed by the licensor.

(The same apply for medical documentation) : These documentation
and data, which include a high deyree of responsability from the
issuer and which are expensive Lo elaborate, are generally re-
quested for Social Security, physicians and patients).

The licensee should not take the risk to specify; alone, the
medical applications of the product, »nor he should, alone, ela-

hoavat s e coce apon i document ation and data.,
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Specimen clause

MEDICAJ. APPLICATIONS OF THE PRODUCT(S)

1. The detailed applications of the product(s) which are object

of the present Contract are the following (or detailed in Annex...)

2. The licensor shall provide, according to the schedule figu-
ring in Annex....... , the license with all the documentation
and data related to the above stated medical applications of
the product. Such documentation shall include appropriate
information related to restrictions,if any.

The licenze shall ansist the licensor to determinate what are
in the licensee's country the usual requirements in that res-
pect, in particular what information is to be released to pro-
fessionals (Social Securiéy and physicians) and to patients.
The licensor shall establish separate documentation specific
Lo each one of the expected users (Cfocial Security, physicians,
and patients).

The cost of the claboration and of the accurate translation of
such decumentation shall be at licensor's expense,

The said documentation shall be clearly ident:fied as being
issued by the licensor and shall include the appropriate refe-
rences to official approvals granted in licensor's country, in
other countries and by international organizations (whenever

applicable).
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Since in most cases, such documentation shall be previously ap-
proved before it is released by the licensee's Health Authori-
ties, the licensor shall fully cooperate with the licensee, to
enable him to obtain such appreval, particulary if modifications
and/or additions are requested by the said liealth Authorities.
The ssmwe epply if, during the course of the present Contract,

up-dating is requested.

3. The licensor shall not be any longer responsible for this
documentation and data if the licensee modifies said documenta-

tion and data without the agreement of the licensor.




Background note

REGISTRATION OF THE DRUG(S)

1. Although the legislation may vary from one country to another,
registration of intermediates and/or drug is an absolute must be-
fore their production arnd use among population is authorized by

the Health Authorities.

Procedure is time consuming and costly, and although it is seldom,
registration may not be granted at all. When a drug has not yet been
used, procedure may take as long as 6 years. If the drug is already
used (imported drug), the procedure is shorter, but will take at
least | year or 2 .

Registration is thus a key point to be carefully studied long ti-
me apgo before entering into a license agreement.

Documentation for registration concerns in most cases

- analytlical and technical data
-~ data related to experimentations on animals

- data related to experimentations on man.
It represents an expansive amount of documentation and references.

2. The major customers of the licensece are likely to be the Social
Security and/or public health organizations.

These public bodies generally cannot purchase any drug (bulk or
not) without a previous medical agreement with the licensee as far
as efficiency is concerned and without a previous mid-term or

long~term agreement with the licensee on prices.




To obtain these agreements, the license must submit detailed data
related to the expected results of the drug and data related mainly
to his production costs.

This second kind of registration is almos* as important as the
first one for the licensee.

Consequently, it is of major importance to determinate if these
previous requirements should be, or should not be, included in
the licence agreement and, the case beeing, how responsabilities
and ¢osts are to be shared between the licensor and the licencee.
Since registrations authorize production and use, and open access
to the public share of the market, the registrations should be
introduced by licensee under the licensee's name.

however, considering the responsabilities and costs, it is advi-

sable that this be doae in close association with the licensor.

If registration is not included in the licerce agreement for

the production of a drug, but. stpulated under a separate contract,
the licence agreenment should be closely linked to the registration
contract. Repistration is not an industrial property right and,

as such, registration obtained alone does not give any exclusivity

to a potential licensee for production.
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Specimen clause

REGISTRATION OF THE DRUG(S)

1. The licersor and the licensc@hereby agree that in order to
corply with the Health regulaticns in force in the licensee's
country, they shall closzly cooperate for the registration of

the following drug(s)

is obtained.

2. The registraticn shall be effectuated under the licensee's

name.

3. The operation for the registration shall be undertaken by and
the responsability of a joint registration team compesed of re-

presentatives of both parties as follow :

In the licensee's country, all operations of the joint registra-
tion team shall be conducted by : v..vveveeevesee.. (representative
of the licensee) assisted by : .............(chief representative
officer of the ljccnsor)_

The licensor shall give his representatives full written powers
and authorizations to represent him for the registration purpo-

SCS.
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4. The registration team shall gether all legal, technical, me-
dical recuirements necessary in the licensee's country to intro-

duce the registration.

5. The licensee shall provide at his expense all the required
data alrcady available in his country. The licensor shall check
and approve these data. Record of this approval shall be esta-

blished.

6. The licensor shall provide at his expense all the remaining
and required data, concerning, but not limited to, analytical
and technical informations as well as clinical data.

The translation and the accuracy of the tianslation of these
data shall be at licensor's expense and under licensor's.res-
ponsability.

The corresponding documentaion shall be clearly identified as

being iscued by the licensor.

7. All the costs incurred by the registration procedure in the
licenses's country, except those of the licensor's representa-
tives during they stay in licensee's country for registration
purpose, shall be at licensee's expense.

All similar costs incurred in the licensor's country shall be

at licensor's expense.

8. Under the same above mentionned conditions and until the pre-
sent Contract expires, the licencor shall supply the license@
with 2ll required data neccessary for the up-dating of the regis-

tration, if any.
9, If the repistration :s definitely rejected by the health Au-

thorities, the present contract shall be terminates without pre-

judice for any of the parties.

eoiloen
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10. 1f the registration has not been obtained....... years after
the erfective date of the present contract, the licensor or the
licensce shall have the right, without prejudice, to terminate
the said contract.

(Alternative : the obtention of the registration is one of the

requirerents stipulated in Article "Effective date of Contract").

11. The licensee shall have full rignt to registrate the drug(s)

in third countries to which he may export.
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Background note

COMPONENTS OF TECHNOLOGY TO BE

TRANSFERRED

The technology to be transferred to any licensee is not an
"Ordinary product" one may thoroughly examine and get acquain-
ted with before ist acquisition.

It’generally of one formula, somme manuals and other written
documents, explantions and training, plus some complementary
inforrmations related to the environment of the production pro-
cess, such asinput, maintenance, storage and basic design.

The risks, if idequate precautions -re not taken, the transfer-
red data will not be sufficient to implement the technology are
very important ; enormous if the future licensece is not experi-
enced,

Although this Article is not very long, it is of crucial impor-

tance since it should clearly state :

- a preczise definition of the process, eventually more detailed
in an appropriate Annex,‘since onc process generally have seve-
ral variants the economics results and the yield of which may

be very different,

- a clear identification of where the process developped by the
licensor is being used and where the licensee's personnel should
be trained and, through double command, experiment at least to
some extent the said process at licensor's site,

= a detailed and exhaustive list of what the technology to be

transferred is preciscly composed of,

eeofenn
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The list naturally depends on the drug and the process corncer-
ned.

It is highly probable that any point left aside from such list
and later requested by the licensee shall either be refused or
cxpansively proposed by the licensor.

It should be of great help for the to be licensee during the
nego iation period anu shall enable him to compare different
offers and to select the right licensor.

It should also be helpful for the price itemization stated in
frticle "Remuneration of the licensor".

It should permit "to stamp” "what is confidential and what is

not, to be stated in Article "Confidentiality and Secrecy".

(Note : Point 7. Of july 9. Outline "definition of each com-
ponent of the technology to be transferred" is the complement

of this Article.)
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Specimen clause

CUMPONENTS OF TECHNOLOGY TO BE

TRANSFERRED

1. 1. The technology to be transferred under the provi-
ciors of the present Contract concerns the manufacture of
........ .... (suggested : name and brief description of
the drug as it is exactly written in the summarized first
page of the the patent deposited by in licensor's coun-
try, whether said patent is already valid or not. If not
applicable, name and description should be whenever pos-
sible taken from any other official document, national

or international.

1. 2. The process concerning the manufacture of........
(drug name) is described as follows :........ (suggested :
name and brief description of *he process as suggested

abovce).

1. 3. (When required) foi. iientification purpose, the
process is more specifially dctailed and identified among

its variants in Apnex.......... of the present Contract.

1. 4. The process refered to in point 1.2 and point 1.3
(if any) has been developped by the licensor and is pre-
sently being used by the licensor at licensor's facili-
ties of ........ (town), plant .......(plant name or num-
ber), workshop........ (workshop name or number) which
have already been visited by representatives of the li-
censee (whenever applicable) and/or where licensee's per-

sonrizl shall be trained (whenever applicable)




The components of the technology to be transferred shall in-

clude (but not to be limited to/depending on drug and process)

- process described in points 1.2 and 1.3. (if any)

- specific kncwhow developped by the licensor

- required raw materials,specifications and consumption
of same

- equipement and materials and lay-out

- utilities and their specifications

- operations to be performed in the course of the process
- basic design and basic engineering

- storage of raw materials, semi-finished and finished products
- quality control techniques

- treatment of effluents (whenever applicable)

- recovery of solvents (whenever applicable)

- requirements of qualified personnel

- safety instructions ; protection of the personnel

- strain specifications (whenever applicable)

- drug medical documentation

- sampling ; keeping of samples (up to 10 years)

(tiv* = @ know-how should he understood as anything beyond the GNP
and without which the expected results of the transferred technolo-
gy cannot be reached. Know-how not only concerns all the steps of
production process but also quality control, maintenance, raw

materials etc, that is almost all of the composents of the technology)




Background ncte

METHOD OF TRANSFERRING THE TECHNOLOGY

The object cf this article, which is the continuation of Article 7.

in July 9. proposed ocutline { definition of each component to be
transferred) is to fix clear rules to ensure the proper transfer

of technology.

The technology is composed of documents and services. Because of their
specific nature, they cannot be shipped and delivered like goods
within the recognized frame of Incoterms.

In too many opportunities, this aspect of the transfert is unformal-
-ly treated alledgely not to "complicate' the Contract because the
parties have so many opportunities to meet that these "details" shall
be solved personnaly by both representatives on a ponctual basis.
Experience has shown this lack of foresight may cause many problemns .
The transfer should be formalized precisely to avoid this kind of
problems which are almost unsolvable afterwards.

Once the complete list of the components to be transferred has been
established and once each component has been in turn defined,
including the identification of the support (manuals, drawing,

charts, computerized documents, tapes, training sessions, demonstration
sessions, etc,...) which shall "Contain" said compénent of the
technology, then one should clearly state for each component and

support :

eoof s




- when, how to whom it is to be delivered by the licensor,

including penalties in case of delay,

— how the licensee shall adknowledge reception and good
reception ; how long after reception date to enable the
licensee to validly check the content or the service,

- when it becomes definitive property of the licensee,
- if applicable, number of copies, unit system and language
(very often, computerized technical dataare in english

which might not be the language of the Contract)

- when related payments, if any, shall take place (the
jitemization per support or group of supports enables the
licensee to know exactly how much he is paying and for
what)

- what is confidential and what is not.

(Note : The strict definition of components and supports

and corresponding way of transfer should prevent the licensee

from receiving unadapted documentation. In too many instances,

documentation is mostly composed of internal manuals for

the licensor's personnel use only. The documentation as well

as training sessions should be a "product” specific for ex-
portation, adapted whenever necessary to the requirements

of the licensee).




Specimen cla:se

KZTHOD OF TRANSFERRING THE TECHNOLOGY

The components of the technology describe in Article(s)........
Shall be provided under the following provisions agreed

by both parties :

The components shall be provided by the licensor to the licensee
according to the schedule(s) and delivery dates indicated in
annex : ...... N

The liceusor's representative in charge of transferring all
documentation is : .......000...

The licensee's representative in charge of receiving all the
documentation is @ ,...0.000ene.

List of documentation to sent by.................t0.... ..
(adress), attention : .............

List of documentation to be handed over to ...... .ensee
representative) at licensor's facilities :

List of documentation to be handed over to ...........(licensee
representative) at licensee's facilities :

Delivery date shall mean the ..........{week or month) the
documentution is to be received and/or service is to be performed
by the licensee. The licensor shall confirm by telex to the licensee
the expedition date of each lot of documentation expedited (if
applicable) -

Upon reception, the licensee shall issue a "reception certifi-
cate'" according to the format contained in Annex .........,
stating that the requested quantity of documentation has been

received, indicating eventually the missing quantity.
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10.

11.

13.

After performance by the licensor of the scheduled training
sessions and or demonstration sessions, the licensee shall

issue a "performance certificate” according to the format

contained in Anneéx......

The licensee shall dispose of (X) days after the date of
issuance of reception/performance certificates to claim
additions, modifications and complements related to the
provisions contained in the contract,and the licensor

shall provide said omissions and/or corrections.

1f, (X) days after the issuance date of reception/performance
certificates, the licensor has not received any claim from
the licensee. he shall be reputed as having fulfilled sa-

tisfactorily his obligations.

Payments specifically related to documentaticn and perfor-
mance of services of the licensor (whenever applicable)
shall be paid by the licensee (X) days after the issuance
date of reception/performance certificates or when the
licensor shall have provided to the licensee the said omis-

sions and/or corrections.

Decumentation riot received ard/or services not performed
vee......days after the scheduled delivery date shall be
subject, each of them, to a penalty of ........ (amount and
currency) up to a cumulated maximum of weeseessse{amount and

currency)

The property of the documentation transferred shall become
the onc of the licensee!{X) days after the issuance date of
reception certificate ;;s shall remain the property of the
licensce even if the contract is terminated befcre expiration

date, whatever the cause is.

6. .
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3.

All the documentation shall be provided by the licensor

to the licensee in .....copies, ........ (language),

using.........{unit system ), with the following exceptinns,

if any :
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Background note

QUALITY CONTROL WITHIN THE PLANT

In the pharmaceutical industry, a production unit cannot
validly operate without a quality Control Dept. which must
check and approve any input, any output and any step of
the production process.

The Q.C. Dept. should be independant from the production
unit and should only report to the general manager of the
licensee

It should also be free to exchange information without
restriction with the licensor's @.C. Dept. Thus both Q.C.
Dept. should be able to speak the same technical language.
The function of the Q.C. Dept. is very important since its
approval is required for the implementation of the trans-
fered technology, including licensee's payments in some
cases.

Although it is an obvious security for both parties and
patients that the licensee's Q.C. Dept. exists, operates
correctly and is able to control the required specifi-
cations, and the technology implementation, there is a
tendancy in some developping countries to underestimate
its importance and goals (it is an expansive and trouble-maker
function).

To some extent, it also exists a temptation among certain
licensors to put aside the key role-of the licensee's

Q.C. Dept. in order to possibly minimize the vigilance

of such Dept.

In the interest of all parties involved, a license agreement
for the manufacture of medical products shoud contain spe~-
cific provisions for the creation or adaptation of an ef-

ficient Q.C. Dept.
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The methods used and the operations performed by the license@'s
Q.C. Dept., as long as records and samples are kept, are the
only way to eventually detect the responsability of the li-
censor in case of production problem.

Thus, the importance in case of possible conflict and arbi-
tration, of what has been previously recommanded by the li-

censor.
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Specimen clause

QUALITY CONTROL WITHIN THE PLANT

1. Both parties do hereby recognize that the successful transfer
of the technoiogy concerned by the present Contract cannot
be achieved without the existence at the licensee's facili-
ties of an efficiently operating Quality Control Debt.
The licensor shall fully assist the licensee to constitute
such a Q.C. Dept. or, if already existing, to adapt and
check the efficiency of said Dept. to meet the specific
requirements of the transferred technology and to achieve
the expected results.
The licensee do hereby agree to implement the recommandations
of the licensor in that respect.
These recommandations ‘shall take into account the financial,
technical and human ressources of the licensee as well as

the specific conditions prevailing in the licensee' country.

2. To implement point 1. above, the licensor and the licensee
shall constitute within.......days after the effective date
of Contract a "joint commitee for Q.C.". The representatives
of the licensor belonging to that commitee shall belong to
the licensor's Q.C. Dept. in charge of controling at licen-
sor's facilities the production technology being transferred

under the licence agreement.

3. Both parties recognize that due to their specific function and
responsabilities, each Q.C. Dept. shall have the largest pos-
sible autonomy
Consequently, Q.C. Dept. shall only reports to the topest

managerial level and not to the production management.
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4.
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They shall be free to mutually exchange scientific and
technical informations related to the ¢rug(s) production
controls refering to the present Contract. The conclusions

they shall jointly reach shall bind both parties.

The informations to be transmitted and the verifications to
be operated by the licensor shall concern, but not be limited

to :

4.1.Internal organization, gualification, and responsabilities

of licensee's personnel (for example : those in charge of
sampling should be distinct from those in charge of the

analisis)

4.2. Space availability and jocation at the disposal and under

the sole responsability of the Q.C. Dept. (quarantine)

4.3.1dentification (labeling) of the raw materials, semi-

finished products and finished products according to their

respective step in the production process,

4.4.equipnent, materials, chemicals and reactive agents as well

as their respective maintenance,

4.5.the sequence according to which Q.C. operations shall be

performed and said operations,

4.6.records of controls performed and samples to be kept

4,7.conformity of the licensor's assistance with the Q.C. re-

5.

aulations in force in licensee's country.

During the course of the Contract, the licensor shall fully
assist the licensee to allow (whenever aplicable) the inte-
gration of local products instead of imported products and/or
to allow moditications incurring cost reductions proposed by

the licensee's Q.C. Dept.
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It shall be the responsability of the licensor to certify that
the licensce's Q.C. Dept. is operational after the provisions
contained in point 4. have been performed as well as it shall
be the responsability of the licensee to keep records and
samples (whenever applicable) of all operations undertaken

by the licensee's Q.C. Dept. , as stated in point 4.6.

The licensor shall have free access to these records and
samples as well as, whenever applicable, to the RM/1 sup-
plied by the li:ensor and rejected by the licensee's Q.C.

Dept.

Considering the free exchange of scientific informations is
profitable to both parties and to the users of their products,
the licensor and the licensee hereby agree not to limit to
the duration of the present licence agreement the relations

between their respective Q.C. Dept.

G ot
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Background note

SUPPLY OF RAW MATERIALS/INTERMEDIATES (RM/i)

The object of this Article is to determine the conditions
under which the RM/i shall be delivered and paid in an
exclusivity situation.

In this case, the licencee must not be treated like any
customer, but as a partner of the licensor.

Against the advantage of exclusive supply, the licensor
shall bear almost all responsabilities of the operation.
The payment is due when the RM/i is delivered and when

it is approved by the Control Dept.

Since a monopolistic situation is always disadvantagecus,
the door must always be left open if there is a change in
the initial situation : possibility to switch to another
supplier (if he exists) offering prices really lower than
these of the licensor, or when a new supplier appears on
the market after the signing of the Contract (mostly to

occur each time demand expands anywhere in the world),




2.2.

Specimen clause

SUPPLY OF RAW MATERIALS/INTERMEDIATES (RM/i)

Considering that by entering into the present license agreement,
the licensee becomes a partner of the licensor in the worldwide
development of his business, image and repartition ; considering

the licensee will require for his production the following RM/i

RM/i (A).......
RM/i (B).......

s s e 0ee s ss e

Considering the licensee accepts, under the conditions stated
in the present article, to exclusively purchase from the 1li-
censor the said RM/i, the licensor agrees to supply the li-
censec cduring a minimum period of ,.......years, starting on
esse.see0ssy, Under the following preferential conditions he

usually grants to his licensees and subsidiaries.

The minimum yearly quantities of RM/i to be delivered by

the licensor to the licensee are :

RM/i (A) Quantity
Year 1

Year 2

The above mentioned quantities being the result of forecast$
established jointly by the licensor and the licensee at the
time of signing the present license agreement, it is agreed
upon by both parties that .......month(s) before the begin-~
ning of each calendar year, said forecasts may be revised

in order to adjust them, without prejudice for the licensee,

to the real requirements of the licensee,
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3.

5.

2.3.

3.1.

5.1.

The licensor guarantees the licensee he shall take all

necessary measures so that the forecasted, eventually
revised, and agreed upon quantities of RM/i will be ti-

mely available for delivery to the licensee.

The licensor recommands the licensee maintain, for each
Ri/i con: . dered, a minimum security stock and the licensee
accepts.
The quantities involved are :

RM/i (A) @ «.oeenn.
The licensor guarantees the licensee he shall take all
necessary measures in order to be able to imnediatly
replace the eventual loss of the licensee's security
stock(s) ; as well as the eventual loss of any deli-

very, whatever the cause of the loss.

Within each yzar and per each RM/i, the split quantities

to be delivered by the licensor are stated in Annex......

However, upon.......month(s) written notive given to the
licensor, the licensee may request, and obtain, without
prejudice, modifications in quatities to be periodically
delivered within a year, as long as the yearly total
agreed upon for that year in Annex......... is not

changed.

In the case the licensor would not be able to comply with
one (or more) delivery, as stated and agreed upon in
Annex......., the licensor binds himself to immediatly
inform by telex the licensee, indi¢ating the :
- reasons of the interruption
- duration, or estimated duration,of the interruption

- alternative sources of supply he recommands




5.2.
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5.5.

5.6.

5.7.

5.8,

During the interruption, the licensee shall have the

right to purchase the missing RM/i from any alternative
source of supply rccommended or not by the licensor. The
eventual price increase, under same purchasing conditions,
paid by the licensee to an alternative supplier will be
reimbursed up to a maximum of ........% per KG for RM/i (n),
+es+e..0.% per KG for RM/i (B), by the licensor upon
presentation by the licensee to the licensor of the

corresponding paid invoice and debit note.

In the case, there is no possible alternative supplier,
the licensor will pay to the licensece a penalty amcunting
to.........% of the ex factory value of the interrupted

delivery.

The payment of this penalty will take place, the case
beiig, at the date the delivery, as stated in Annex.....

should have taken place.

The maximum accumulated amount of these penalties to be

paid by the licensor to the licensee is fixed at ........
(amount and currency).Once this amount reached, the licensee
shall have the right, giving written notice to the licensor,

to terminate without prcjudice the present contract.

Furthermore and at his sole Judgement, the licensee may
take all appropriate steps for obtaining indemnities due

to the impossibility to carry out his activities.

The above mentioned penalties and indemnities do not apply
in case of force majeure, duly and- timely notified to the

licensee by the licensor.

In the case, the licensee is not able to purchase any
quantity of RM/i from the licensor, the above mentioned
stipulations concerning the licensor shall apply to the

licensee
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6.4.
6.5
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hd 6.6.
6.7,
6 l8 L]

2%,

The specification cf the RM/i to be delivered are stipulated in
Annex...... The licensor guarantees the licensee that the spe-

cifications of all RM/i delivered by him to the licensee will,

at least, meet the minimum specifications stipulated in that

Annex.

The licensor will replace, free of charge, the RM/i which
will not meet these minimum specifications and thus rejected

by the Quality Control Dept. of the licensee.

The licensor shall forward to the licensee, together with the
shipping documents, one certificate of analisis per batch, or
fraction of batch, composing each delivery.

The analisis corresponding to such certificates shall be per-
formed by the licensor according to the methods and opera-

tional modes stated in the present Contract.

The storage conditions concerning the RM/i, recommended by
the licensor are stipulated in Annex.........
They take into account the specific conditions prevailing

at the licensee's facilities and in the licensee's country.

- Within........days after reception of the RM/i, at. licensee's

facilities, the licensor will perform analisis of these RM/i
according to the methods and operational modes stated in Article

"Quality Control of the present Contract'.

The date of the conformity certificate issued by the licensce's
Quality Control Dept. will be the date of final acceptance of
fhe received RM/i by the licensee and shall determine the cor-
responding payments which are detailled in Article "Payment

Conditions".

A copy of all analisis performed by the licensor shall be

transmitted to the licensor.

In case of rejection by the licensee's Quality Control Dept.,

a sample of the rejectid RM/i shall be sent to the licensor

together with the analisis certificate.
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6.9.

6.10.

8.2.

Any disagreecment concerning the results of licensee's

analisis shall not stop the future deliveries by the

"licensor

If such a disagreement is not settled within......days/
months, both parties agree they shall accept the final
decision of the expert (company or individual) mutually
designated below :

comnitted to that effect by the most diligent party.
The cost of the expertise will be paid by the faultly

party according to the final decision of this expert.

All costs, charges, taxes, occuring before the deli

very point shall be at licensor s expense.

All costs, charges, taxes, occuring after the delivery
point shall be at licensee's expense

However, when such costs, charges, taxes occur because

of a proven fault of the other party, then the latter shall
be respeonsible for thg payment or reimbursement to

the former.

The conditions under which the licensee ordersrequired
RM/i and the conditions under which the licensor con-

firms, ships and invoices are detailed in Annex.....

They shall refer to, but not be limited to :

- delivery point, CIF, FOB, means of shipping

- packaging and containerization, adapted to licensee's
country

- Indentification of Rl4/i, batch, fraction of batch

28.
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8.3.

9.1.

9.2.

9.3.

Y

- purchase order format with reference to the present Contract
and import licence

- list of all required shipping documents

- export licence, if any, from licensor's country

- confirmation order format, invoices format mentioning as
a minimum ex-factory value, insurance, freight up to the
delivery point

- customs, sanitary, transportation regulations and data

All related data necessary to the importation of the RM/i
in the licensee's country shall be transmitted to the

licensor by. the licensee before .......(date}

All related data necessary to the exportation of the RM/i
from the licensor's country shall be transmitted to the

licensee by the licensor before ........(cate)

Both parties shall reply to each other, at least ........ days,

before the first delivery is to take place.

Prices and terms of payment are detailed in Annex.......

As far as payments and credit terms are concerned, it must
be clearly stated in that Annex, whatever other provisions
might be, that payments and credit terms are linked to the
date of the conformity certificate issued by the licensee's
Quality Control Dept., and not to the date the RM/i reach
the delivery point.

As far as prices are concerned, it must be clearly stated

in that Annexe that :

- prices are fixed and unrevisable for a minimum period
(12 months suggested)

~ once revised, prices are again unrevisable for the same
minimur period

~ when applicable the indexation clause if any, does not
apply if the resulting increase of price is below.......%

~ the indexation clause, if any, mus{ be linked to, at least,

I
one of"icinl or rpovernniental index,
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9.4.

9.6.

Above ........% of resulting price increase, the licensee

is not any longer obligated to exclusively purchase from

the licensor.

If the licensce receives a quotation, under similar pur-
chasing conditions, from an alternative supplier, which is
at least.......... % below the licensor's price, the li-
censor must then adjust his price to the level of this
quotation, otherwise and for the time of this quotation,
the licensee may purchase without prejudice from the al-

ternative supplier.

In case there is one supplier, and only one, for a long
period of time, a special provision (strongly recommended)
should carefully stipulate the maximum.......% price in-
crease per year during the purchasing period allowed to
the licensor. If no agreement can be reached on that
point and if no other firm guarantees are given to the
licensee, then it would be advisable not to enter into

such a risky license and purchase agreement.

All the clauses, whenever applicable, of the present Con-
tract; particularly those concerning "improvements, arbitration,
force majeure, are applicable to this Article even if the
duration of the purchasing period exceeds the duration of

the present Contract (it is advisable that both duration

be the same), the mutual agreement represented by this Article

being a condition of the signing of the present Contract.

The licensor shall not prevent exchange of information

between the licence and the licensor's licensees.

The licensor shall adjust the above detailed supply con-
ditions when he grants more favorable conditions to a new

licensee under similar conditions.
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Background note

IMPACT OF CHANGES IN NATIONAL

HEALTH AND SANITARY REGULATIONS

It is becoming more and more frequent that side effects,

unexpected consequences or otherwise unexplainable acci-

dents before, are discovered and attributed to a pharma-

ceutical product (either drug or component of drug).

The use of such product generally is suspended or prohi-

bited by the Health Authorities.

Due to the increasing power of modern means of investi-

gation and to the greater concern of global effects of

pharmaceutical products on Man, it is probable that this

type of situation will occur even more frequently in the

coming years.

The changes, under such circumstances, of health regu-

lations may have dramatic consequences on the implemen-

tation of the Contract. Consequently, it is advisable

that a specific provision be included in the Contract

to settle the conflicting interests of both parties when

this kind of problem arises.

Modified health regulations may implicate the following

consequences :

- compulsory but minor chénges in this composition ot
-the product,

~ important changes which nc one knows in advance if they
will be possible, after how long and under which cost,

- total and definitive ban of the product totally pre-

venting this implementation of the Contract.

Since the lifetime of such Contract is rather short (a

few moniks), it is advisable to extend after thg expiration
date the necessary cooperation between the licensor and the
licensee, under such circumstances or, to establish the
duration of the Contract taking into account that specific

aspect,
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Specimen clause

IMPACT OF CHANGES IN NATIONAL HEALTH

AND SANITARY REGULATIONS

In order to minimize the consequences of possible changes

in Health and Sanitary regulations which may affect the pre-
sent Contract, the licensor and the licensee shall care-
fully follow the cvolution of said regulations in their
respective country ans shall immediatly inform the other
party as soon as a risk for the correct implementation

of the present Contract shall appear.

The information transmitted to the other party shall be

as detailed and appropriate as possible so that the other

party may immediatly undertake the required actions.

The licensor binds himself, under such circunstances, to
fully cooperate with the licensec to determine the impact

of the modified regulations on the implementation of the
Contract, the sclutions that are to be contemplated, in-
cluding related time and expenses for implementation, and

to select with licensce's agreement the adequate solution
required in licensee's country.

The licensor shall consequently adjust all the components of
of the technology affected by the enforcement of that solu-

tion.

Whenever applicable, the licensor shall transmit without

delay to the licensee any additional data required by the

Health Authorities of the licensee's country.

whenever applicable, the licensor shall cooperate with the
licensee for complementary registration required in the li-
censee' country under the same conditions as stipulated in

Article : "Registration of the product”,
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33.

Whatever the problem is, if the licensor is not able to
provide the licensee with the required solution within.....
«+«-.... weeks after modifications have been imposed by the
Health Authorities, the Contract shall be suspended for a
maximum period of ..... .months (or for the maximum period
of time agreed upon by both parties).

During the suspension time of the Contract, any payment
due by the licensee to thy licensor shall be suspended
without prejudice for the same period as well as any

other obligation stipulated herein, unless it is otherwise

convened by both parties.

At the end of said maximum period, i; the licensor fails
to provide the licensée with the required solution , the
licensee shall have the right without prejudice, according
to the magnitude of the impact, either to select a third
party to have the specific problem incurred by the modi-
fied regulations be solved at licensee's expense

the re;t of the Contract remaining valid, either to ter-
minated thu contract under the provisions of Article
"Force majeure". If said third fails to provide the required
solution within......., the licensor shall have the right
to terminate the Contract under the provisions of Article

"Force majeure”.

5. 5.1.Jn cose asubstitue is required to comply with the new regula-

5.2,

tions, the licensor binds himself to undertake all possible
efforts to supply the licensee with that susbtitute under
the same delivery conditions previously agreed between

both parties except price, if applicable.

If both parties do not reach an agreement on price of subs-
titute after the substitute has been proposed to the licensee’
by the licensor, the licensce shall be free to purchase it

from any alternative supplier,
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The costs of changes incurred by the modified regulations
shall be paid by the party located in the country where

the Health Authorities have imposed such modifications.
They shall be shared on a 50% basis when said modifications
are imposed in both countries.

The licensor shall timely provide the licensee with an
appropriate estimation of the expenses he is contemplating
and the licensee shall give his written agreement for these

expenses (whenever applicable).

In case the modified regulations prevent definitly the
use of the drug or where no substitute or alternative is
available, the consequences of that situation are treated

according tc the provisions of Article "Force Majeure'.

Both parties agree that the specific cooperation stipu-
lated under the present Article be extended for.......years
after the expiration date of the Contract (whenever appli-
cable).

3u.
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5.

Background note

VARIETY OF THE PRODUCT

The molecule of ang active principle is composed of a
certain number of atoms displaid according to a specific
structure. Generally a part only of this structure is at
the origine of the action of the active principle. The
remnaining atoms have no medicamental effect ; they may

be replaced and/or other atoms may be added without changing

the medical applications of the active principle.

The results of modifying the "secondary" part of the mole-
cule reside in the side effects of the active principle.
Considerable investigation is being presently undertaken to
minimize side effects of drugs which sometimes also prevent
the use of said drugs in association with other drugs.

The modified active principle is more attractive that the
initial one.

Consequently, it is important this licensee be protected
against the granting by the licensor of licence agreements
related to said modified active principles. Otherwise this

licensee would soon have acquired are absolete product,




Specimen clause

VARIETY OF THE PRODUCT

In case the licensor shall have the intention, in the
licensee's country, to grant a licence for the manufac-
ture of a variety of.........(product name), that is

a product with the same basic molecule and the same me-
dical applications but with different side effects, then
the licensee shall be given a first refusal right by the

licensor.

The validity of the present Article is extended for
a period of ......years after the expiration date of

the Contract.
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EXAMPLES

Medical application : Acetylsalicylic acid coated and

not coated do not have the same medical applications

although both products are chemically identical.

Registration of product ; Concerns all pharmaceutical

products except a few countries whereno health regulations

xist.

Components of technology : Applies to all pharmaceutical

products.
Without specification of the "Culture" where the strain
is to bz kept, the transfer of technology streptomycine

is uncomplete and unseful,

Method of transfer : Applies particularly to pharmaceutical

producfé since transfers of technology in this field are

complex without permiting the omission of one single element.

Anality Control : Cyanocobalamine which is sold per gram is

extremely sensible to humidity., Apart from the importance
to control pharmacopea specifications, humidity above 2%
shall affect production of formulated drugs as well as com-

mercial transactions.

Supply of raw mateirals : Concerns all phamaceutical products

Impact of changes in health regulations : It isunlikely that

a product among UNIDO'slist be prohibited in the fu%ure H

but coating agents, anti-motting agents, colouring agents,

3%
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stability agents, etc... which come with the active prin-
ciple as per licensor' specifications are more and more
frequently banned since it appears they have been unsuf-
ficiently tested.

As an exemple, a basic active principle such as bismuth
and its salts have been totally banned a few years ago.

The same happened to di-hydro-streptomicine.

Variety of product : '"Modified" penicillin, chloro-te-

tracydine and oxy-tetracycline respectively are "varieties"
of penicillin and tetracycline. Their basic molecules are
identical as well as medical applications but side effects

are different .
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OUTLINES OF PROPOSED STUDIES

TO BE PREPARED

. To prepare long-term contract of supply specific to the supply either

of raw materials, or intermediates or bulk drugs or combination of
same in the pharmaceutical industry : the document to be elaborated
will take into account UNIDO'S objecties to increase the availability
at reascnable prices of pharmaceutical drugs in developping countries
and will integrate all the appropriate aspects which may permit to
control the financial condition of such supply. The control will
not‘only contain the usual clause (1) in this type of agreement
such as purpose, scope, definitions, obligations of the supplier,
obligations of the purchaser, specifications, quality control,
delivery conditions, apllicable law, settlement of disputes, etc...
But will concentrate on financial aspecls and mechanisms (2) able
to regulate and minimize the purchasing prices such as, indexation
clauses, escalated prices, international price references, years of
price references; variable terms of payement, places of price refe-
rences (FOB, CIF,EX-Works), currency of payments, currency for pri-
ce calculation, methods of price calculation, patented or not pa-
tented supplies, nron less favourable clause, minimum duration of
agreed upo. prices, limits of the price increase enforcement,
prices schemes related to drugs selected from UNIDO's list, inter-
Tferences of world market conditions, availability of govermental
and/or international reference index, interferences of guarantes
offered by the suppliers, minimum quantities, purchasing conditions
etc... Plus any other factor to be determined after a thorough in-
vestigation of price fixing and price control in the pharmaceutical
industry.
The finality of such contract will be to propose an exterded list
of possibilities/alternatives to determine bench work prices and
the control of their evolution during the lifetime of the agree-
ront.
The document to be prepared will be composed of specimen clauses and
background notes as well as commentaries on works already under-
taken or proposed by the UNIDO and coutained in documentation gi-
ven to the consultant to study. Whenever possible the document
will include examples related to UNIDO's list of 26 essential

drugs and to the 3 main production processes : fermentation,
synthetis, extraction.

To prepare a rcport related only to part (2) of point 1, above,
that is the economic and financial factors to be negociated and
included in a iong time supply contract in pharmaceutical industry
in order to fix references prices and to control their evolution.
According to types of drugs to be selected from UNIDO'S essential
drugs' list, the work to be dene shall concentrate on bench

mark price fixing, indixation clauses and other possible mechanisms
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to be convened between purchaser and vendor in order to acceptably re-
gulate the price increases.

The document to be prepared will be composed of specimen clauses and
background notes as well as comments and alternatives on pricing system
already proposed by UNIDO. Whenever possible the report will include
cxamples of what is being done in France in that respect.France, in

the pharmaceutical field, is not as advanced as the U. S. A.,

GERMANY or SWITZERLAND and is facing price and availability problems
related to the importation of patented (or not patented) raw materials/
intermediates.

The french pharmaceutical industry is rather well organized ; a certain
number of '"tcols" have been developped to solve some of these problems
which represent valuable data to be utilisated to complement UNIDO's
INVESTIGATIONS ON THE SAME MATTER.

To prepare a report based on part or on totality of attached outline

Ho.

named "outline on price Control mechanisms at National level" included in

UNIDO's document : "Summary of the deliberations of the experts infor-
mal meeting on the issues for the second Consultation on the phamaceu-
tical industry. Vienna 22-24 March 1982" The report to be prepared will
concern the present situation in France.( See attached Annex I (b) )

To prepare "Contractual arramgements for setting up of a plant for the

production of bulk drugs intermediates" and/or "Contractual arrangements

for the formulation of dosage forms" as detailed in Mr CORREA's docu-
ment, "Future work" dated July 6,1982,

If the Consultant is to contribute to any of these contractual arran-
gements, it would be easier for integration purpose he:prepares his own
version of said arrangements rather tran conplementing afterwards the
documents to be prepared by the other consultants (during one session
only, the various versions would be compared, discussed andintegrated).
In that case, as stipulated in Mr CORREA's document, the consultant
will prepare specimen clauses and background notes on each item, plus
additional items the consultant would feel complementary.
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ANKEX 1 (b)

OUTLINE OF PAPER ON PRICE CONTROL MECHANISMS AT NATIONAL LEVEL

As further developed after the meeting

1. Motivation for price control

2, Voluntary or compulsory '

3. History of price ccntrol legislation and why
changes were introduced

4. The customers for drugs, hospital, pharmacies,
doctors

5. The pattern of drug distribution and sales

II. THE NATIONAL PRICE CONTROL MECHANISM

. = What price is controlled - retail price and/or other prices.
-~ Basis for control -~ unit manufacturing cost or return on
investment profits or a combination.
- VWhether and how the price of new drugs are controlled.
= How is controlling authority organized and what tasks do
they perform.
- Method of calculating the cost of impurted materials.
(2) finished and packaged product
(b) bulk drugs .
(c) intermediates used 1in drug synthesis
(d) “"how is the level of the above prices calculated for the
“'purpose of (i) calculating customs tariff and other duties
“'(i1) transfer prices for inter-company transactions.
-~ Method of calculating other available costs
(a) Rand D
(b) License costs
(c) Sales promotion costs
(d) Other allowable costs
-~ Where the controlled prices are published and how frequently
they are revised.

I1XI. COMPARISON OF NATIONAL PRICES WITH THOSE OF OTHER COUNTRIES

-
To what extent does the controlling authority:
(a) collect information on prices in other countries
for formulations, bulk drugs, intermediates
(b) share this information with other countries
(¢c) have the willingness to share this information
with UNIDO and/or developing countries

TR
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TilE IMPACT OF PRICE CONTROLS

Provide information over a period of 10/20 years covering

cost of drugs to the consumer

cost of drugs to the National Health Sexrvice
cost of drugs to hospitals

cost of imported bulk drugs and intermediates
expenditure on drug promotion

return on investment of companies

(a) the
(b) the
(c) the
(a) the
(e) the
()
ANNEXES

Texts of Price Control Legislation
The controlled price of 20 selected drugs over the last
10/20 years.
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