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	RULING 
	

	Anapharm Inc., a company incorporated in Canada, has filed this application.

2. The applicant states that it is a contract research organization which provides clinical and bioanalytical services to assist pharmaceutical companies around the world in the development of new drugs or generic copies of drugs already being marketed.
3. As stated in the application, the applicant has entered into agreements with some Indian pharmaceuticals companies, namely Sandoz Private Limited, Ranbaxy Research Laboratories, etc., for rendering the above services.  According to the applicant, these are standard agreements, similar to the one the applicant has signed with other companies.  A copy each of the agreements entered into with Sandoz Private Limited and  Ranbaxy Research Laboratories is enclosed with the application. 
4. The applicant further states that it evaluates, on behalf of its clients, the bioequivalence and/or comparative bioavailability of the new generic drug vis-a-vis the reference drug which is already available in the market.  The applicant has devised various methods / protocols for carrying out the evaluation work, which are in conformity with international regulations, such as International Committee for Harmonization, Good Clinical Practices, Good Laboratory Practices, etc.  The reports produced by the applicant are acceptable to the regulatory authorities, including US Food and Drug Administration (FDA).  The applicant states that all the methods/protocols developed by it are its own property.  Neither these nor the specimen samples of human volunteers collected during the evaluation are given to the client.  No technical plan or research process either is made available to it.  What are furnished to the client are the final reports / conclusions of the evaluation.  The applicant further states that these methods / protocols are product specific and cannot be used in evaluating other generic drug.  For each new drug a fresh evaluation is required to be undertaken.  The client seeking approval of regulatory authorities for marketing of new generic drug encloses the test report provided by the applicant along with its application.  The client pays fees to the applicant in lieu of the above services.   In this factual background, the applicant sought ruling from this Authority on the following questions :

1) Whether the fee received by the Applicant from Indian companies on account of undertaking clinical and bio analytical study is subject to tax in India in accordance with the provisions of the Income Tax Act, 1961 (‘the Act’) and Double Taxation  Avoidance Agreement between India and Canada ?

2) Whether the fee received by the applicant from Indian companies in respect of the agreements entered into with those companies is subject to tax in India in accordance with the provisions of the Income Tax Act, 1961 (‘the Act’) and Double Taxation Avoidance Agreement between India and Canada ?

We felt that the two questions could be combined into one in the interest of clarity.  Accordingly, the questions were reframed as follows :
1)       Whether the fee received by the Applicant from Indian pharmaceutical companies on account of undertaking clinical and bio-analytical studies in terms of the agreements entered into with the said companies is subject to tax in India in accordance with the provisions of the Income Tax Act, 1961 and Double Taxation Avoidance Agreement between India and Canada ?

5. The applicant seeks protection of the Double Taxation Avoidance Agreement between India and Canada (DTAA).  It states in the application that it is a tax resident of Canada in terms of DTAA.  The fees which it receives from its clients are not ‘fees for included services’ under Article 12 of DTAA.  According to this provision payment of any kind made in consideration for any technical or consultancy services would be ‘fees for included services’, provided such services make available technical  knowledge, experience, skill, know-how or process or consist of the development and transfer of technical plan or technical design.    According to the applicant, technology shall be considered to have been ‘made available’ only when the recipient is enabled to apply that technology.    The applicant further states that in its case the services provided by it does not satisfy the test of ‘make available’ under Article 12 of DTAA, since it does not result in transfer of any technical experience, know-how or technical plan or technical design to the Indian pharmaceutical companies. According to the applicant, the income in question is ‘business profits’, and in the absence of permanent establishment (PE), the same is not taxable in India by virtue of Article 7 read with Article 5 of DTAA. 
6. The Director of Income-tax (International Taxation), Mumbai is the jurisdictional Commissioner in this case.  He has submitted his comments vide his letter dated 24.09.2007 in which he has referred to certain provisions of the agreements which the applicant has entered into with Sandoz Private Limited and Ranbaxy Research Laboratories respectively, and has drawn certain inferences from those provisions.   So far as the applicant’s agreement with Sandoz Private Limited  is concerned, the jurisdictional Commissioner points out that  the provision of the agreement relating to intellectual property as contained in clause 15 states that all data developed in the course of the study shall be the sole and exclusive property of Sandoz Private Limited which may use them for any purpose which is consistent with the provision of the agreement, including submission to FDA.  Sandoz Private Limited  shall have all rights in any invention, technology, know-how or other intellectual property directly and solely resulting from the provision of the services.  The applicant or any of its employees, etc., shall not  have any right in such intellectual property.  As regards the applicant’s agreement with Ranbaxy Research Laboratories, the Commissioner points out that the agreement acknowledges that Ranbaxy Research Laboratories shall remain the owner of tested samples, test compounds and also patents arising from the said research project.   Ranbaxy Research Laboratories receives copies of all reports in the standard form and  shall have right to use the results freely.   The Commissioner also points out that the applicant is rendering technical expertise of a very high order, which is likely to result in invention, know-how, patent or other intellectual property over which Sandoz Private Limited / Ranbaxy Research Laboratories will have full ownership.   Thus, according to him, it is not a case of simply providing the final results of analysis to the Indian pharmaceutical companies.  The services provided by the applicant would fall within the definition of term “fees for technical services” as per section 9 of the Income-tax Act, 1961 (‘the Act’) and ‘fees for included services’ as defined in the Article 12 (4) of DTAA.  Hence the fees paid by the Indian clients to the applicant would be taxable in India and would also be subject to withholding tax under section 195 of the Act.   As we shall see later, the learned counsel of Revenue, in the course of argument submitted that the fees received by the applicant could also be regarded as royalty income.
7. As the case of the Revenue is that the professional fees paid to the applicant for rendering the services in question are in the nature of fees for technical / included services as well as royalty, the relevant provisions of the Act and the DTAA are extracted below.  The relevant provisions of the section 9 of the Act are as under :
Income deemed to accrue or arise in India.

9.  (1) The following incomes shall be deemed to accrue or arise in India :—
         (i) to (v) x x x x x x 
 (vi) income by way of royalty  payable by—
 (a) the Government ; or
 (b) a person who is a resident, except where the royalty is payable in respect of any right, property or information used or services utilised for the purposes of a business or profession carried on by such person outside India or for the purposes of making or earning any income from any source outside India ; or
 (c) a person who is a non-resident, where the royalty is payable in respect of any right, property or information used or services utilised for the purposes of a business or profession carried on by such person in India or for the purposes of making or earning any income from any source in India :
 
     Explanation 1 – x x x x x x 
  Explanation 2.—For the purposes of this clause, “royalty” means consideration (including any lump sum consideration but excluding any consideration which would be the income of the recipient chargeable under the head “Capital gains”) for—
 (i) the transfer of all or any rights (including the granting of a licence) in respect of a patent, invention, model, design, secret formula or process or trade mark or similar property ;
 (ii) the imparting of any information concerning the working of, or the use of, a patent, invention, model, design, secret formula or process or trade mark or similar property ;
 (iii) the use of any patent, invention, model, design, secret formula or process or trade mark or similar property ;
 (iv) the imparting of any information concerning technical, industrial, commercial or scientific knowledge, experience or skill ;
   [(iva) the use or right to use any industrial, commercial or scientific equipment but not including the amounts referred to in section 44BB;]
 (v) the transfer of all or any rights (including the granting of a licence) in respect of any copyright, literary, artistic or scientific work including films or video tapes for use in connection with television or tapes for use in connection with radio broadcasting, but not including consideration for the sale, distribution or exhibition of cinematographic films ; or
 (vi) the rendering of any services in connection with the activities referred to in sub-clauses (i) to [(iv), (iva) and] (v).
  
(vii) income by way of fees for technical services payable  by—
(a)       x x x x x x x 
(b) a person who is a resident, except where the fees are payable in respect of services utilised in a business or profession carried on by such person outside India or for the purposes of making or earning any income from any source outside India ; or
(c)      x x x x x x

Explanation [1] x x x x x 
Explanation [2].—For the purposes of this clause, “fees for technical services” means any consideration (including any lump sum consideration) for the rendering of any managerial, technical or consultancy services (including the provision of services of technical or other personnel) but does not include consideration for any construction, assembly, mining or like project undertaken by the recipient or consideration which would be income of the recipient chargeable under the head “Salaries”.]

Article 12 of DTAA deals with royalties and fees for included services, the relevant provisions of which are being indicated below:-
ARTICLE 12 : Royalties and fees for included services

3.  The term ‘royalties’ as used in this Article means :
   (a) payment of any kind received as a consideration for the use of, or the right to use, any copyright of a literary, artistic, or scientific work including cinematograph films or work on film tape or other means of reproduction for use in connection with radio or television broadcasting, any patent, trademark, design or model, plan, secret formula or process, or for information concerning industrial, commercial or scientific experience, including gains derived from the alienation of any such right or property which are contingent on the productivity, use, or disposition thereof; and
   (b) payments of any kind received as consideration for the use of, or the right to use, any industrial, commercial, or scientific equipment, other than payments derived by an enterprise described in paragraph 1 of Article 8 from activities described in paragraph 3(c) or 4 of Article 8.

4. For the purposes of this Article, ‘fees for included services’ means payments of any kind to any person in consideration for the rendering of any technical or consultancy services (including through the provision of services of technical or other personnel) if such services :
   (a) are ancillary and subsidiary to the application or enjoyment of the right, property or information for which a payment described in paragraph 3 is received; or
   (b) make available technical knowledge, experience, skill, know-how, or processes or consist of the development and transfer of a technical plan or technical design.

8.

8.1 We see from the above that there is some difference between Section 9 and Article 12 with regard to the definition of ‘fee for technical / included services’, inasmuch as the requirement of paragraph 4(b) is absent in section 9.  Whereas under section 9 mere rendering of technical services is enough, Article 12 requires that technical knowledge, experience, etc., should be made available to the recipient.   
8.2 We may now examine the two agreements in question in order to be able to understand the nature of services being provided by the applicant.  We shall first  take up the agreement dated 4.11.2005 between the applicant and Sandoz.  This agreement is described as Master CRO agreement.  The applicant is referred to as CRO therein.  The recital, inter alia,  states that CRO is a contract research organization and Sandoz wishes to engage its services in connection with certain research programme, more fully set out in each Project Work Order which would describe the specific study to be undertaken.  Clause 1 of the agreement states that the Project Work Order together with this agreement shall collectively constitute the entire agreement.  A copy of the form of the Project Work Order is given at Appendix-A.   This requires protocol number, study title, services specifics, payment schedule, etc., to be specified.   A copy of synopsis of protocol has also been filed which shows that the object of the present  study is to compare the rate and extent of absorption of desloratadine 5mg tablet vis-a-vis Clarinex, administered as 1x5 mg tablet under fasting conditions.   We shall now see some other relevant provisions of the agreement.

 


8.3 Clause 2 of the agreement defines ‘services’ to mean services described in Project Work Order. 

8.4  Clause 4 of the above agreement deals with storage of samples and materials.  It states that the applicant shall store all samples and materials connected with clinical trials, for a period as required under the relevant regulation, and shall destroy them, with the approval of Sandoz at the expiry of that period.   In case, however, Sandoz desires to store them for a longer period for archiving, the same shall be handed over to Sandoz after the mandatory storage period. 

8.4 Clause 6 deals with record storage, data protection, FDA financial disclosure, etc.    According to this provision, the applicant shall be responsible for safe-keeping and storage of all data related to a particular study, for 15 years.  At the expiry of this period, before destroying the data it will first give opportunity to Sandoz for arranging alternative storage.

9. The relevant provisions of the agreement that the applicant has entered into with Ranbaxy Research Laboratories are given below :
 Article 3 – Property of Results 
This Agreement specifically acknowledges that the COMPANY is and shall remain owner of all rights on intellectual property; tested samples, test compound(s) and patents arising from the said research project.

The COMPANY shall receive 1 copy of all reports in standard ANPHARM format, and will have the right to use the results freely.

The COMPANY will remain owner of all proprietary products developed prior to this contract as well as tested samples and test compound(s).


Article 5 – Storage of Study Samples

Three months after the completion of sample analysis, the COMPANY will be offered the option of having the samples destroyed, stored or returned. An authorization request form will be sent to the COMPANY 30 days prior to end of that initial period.  Should be COMPANY not respond within 30 days to this  request, samples will be stored at the appropriate rate of twenty-five cents US ($0.25US) per samples per month for samples stored at -20o C, and at a rate of forth cents US ($0.40US) per sample per month for urinary samples stores at -20oC and for all samples stores -80oC.  The long-term fees will be billed bi-annually and invoiced at the beginning of the six month storage period. 
 

 It is rather a brief agreement.  According to it test report shall be made available to Ranbaxy in standard form.  Ranbaxy shall be the owner of the tested samples and test compounds and will have the option to get it three months after the completion of the test.  If Ranbaxy develops any intellectual property rights based on the test reports, it will be the sole owner of the same.

10. 
10.1 During the course of hearing, Shri N. Venkataraman, the learned counsel for the applicant, filed an affidavit supported by two confirmatory declarations issued by Sandoz Private Limited and Ranbaxy Laboratories Limited.  The affidavit explains certain provisions of the applicant’s agreement with Sandoz and gives certain other clarifications.  The declarations of Sandoz and Ranbaxy also are clarificatory in nature.   The declaration of Sandoz, inter alia, states that clause 15 of the agreement forms part of the standard format, and has not been given effect to in the present case.  Ranbaxy, in its declaration mainly states that the applicant has provided a report consisting of factual analytical results of samples in tabulated form. 
10.2 The learned counsel takes us through various provisions of the agreement with Sandoz and explains them with the help of affidavit and the confirmatory declaration of Sandoz to show that the applicant does not reveal or pass on any experience, skill, know-how, method, procedure or protocol to Sandoz.   He points out that clause 15 of the agreement was never given effect to.   
11. Shri Parag A. Vyas, the learned counsel for the revenue, on the other hand, submits that the fees paid to the applicant are in the nature of ‘fee for technical services’ under section 9(1)(vii) of the Act,  and ‘fee for included services’ and ‘royalty’ under article 12 of DTAA.  According to him biotechnical services are, in fact, technical services and the test result is know-how of the applicant.  By furnishing its report, the applicant makes its technical experience and know-how known to the applicant.  This amounts to making available technology or imparting technical knowledge to the applicant.  Sandoz / Ranbaxy can use this knowledge for further research and development of drugs.   Such payment made for the use of technology can thus be regarded as royalty income in the hands of the applicant.  He seeks support for this proposition from paragraph 11 of OECD commentary and page 790 of Klaus Vogel on Double Taxation Conventions, in relation to article 12.  According to him the Raymond case cited by the applicant, in fact, lends support to the case of the revenue.  
12.
12.1 As the main issue in this case is whether by providing its final test reports to Sandoz and Ranbaxy, the applicant ‘makes available’ to them its technical knowledge, experience, know-how, etc., we may first ascertain the true meaning of this expression.  
12.2 DTAA does not define the expression ‘make available’ either in Article 12 or anywhere else.  As such, we will have to look to other sources for understanding it.  The Indo-US Convention on avoidance of double taxation contains a provision which is pari materia with Article 12(4) of the Indo-Canada DTAA.  Though Indo-US Convention also does not define the expression ‘make available’ in the main body, but it has a protocol annexed to it, which was signed along with the said convention.  The protocol declares that its provisions shall form integral part of the convention.  The Protocol has an MOU attached to it which is intended to give guidance both to the taxpayers and the tax authorities of the two countries in interpreting certain aspects of Article 12 relating to the scope of included services.  As regards paragraph 4 (b) of Article 12, the following clarification/interpretation is given in the MOU : 
“Paragraph 4(b) of article 12 refers to technical or consultancy services that make available to the person acquiring the service technical knowledge, experience, skill, know-how, or processes, or consist of the development and transfer of a technical plan or technical design to such person (For this purpose, the person acquiring the service shall be deemed to include an agent nominee, or transferee of such person.)  This category is narrower than the category described in paragraph 4(a) because it excludes any service that does not make technology available to the person acquiring the service.  Generally speaking, technology will be considered ‘make available’ when the person acquiring the service is enabled to apply the technology.  The fact that the provision of the service may require technical input by the person providing the service does not per se mean that technical knowledge, skills, etc., are made available to the person purchasing the service, within the meaning of paragraph 4(b).  Similarly, the use of a product which embodies technology shall not per se be considered to make the technology available”.

 Example No.7 given therein is also relevant for our purpose.
 “Example (7) : 
 Facts :
The Indian vegetable oil manufacturing firm has mastered the science of producing cholesterol-free oil and wishes to market the product world-wide. It hires an American marketing consulting firm to do a computer simulation of the world market for such oil and to advise it on marketing strategies.  Are the fees paid to the U.S. company for included services ?
 
Analysis :
The fees would not be for included services.  The American company is providing a consultancy service which involves the use of substantial technical skill and expertise. It is not, however, making available to the Indian company any technical experience, knowledge or skill, etc., nor is it transferring a technical plan or design.  What is transferred to the Indian company through the service contract is commercial information.  The fact that technical skills were required by the performer of the service in order to perform the commercial information service does not make the service a technical service within the meaning of paragraph 4(b)”.
 
12.3. Though the MOU is not with reference to Indo-Canada DTAA, it is a valuable guide to understand the import of the expression ‘make available’.  It is, thus fairly clear that mere provision of technical services is not enough to attract Article 12(4)(b).  It additionally requires that the service provider should also make his technical knowledge, experience, skill, know-how etc., known to the recipient of the service so as to  equip him to independently perform the technical function himself in future, without the help of the service provider.  In other words, payment of consideration would be regarded as ‘fee for technical / included services’ only if the twin test of rendering services and making technical knowledge available at the same time is satisfied.

12.4. The counsel for the applicant has brought to our notice that the Income-tax Appellate Tribunal has been consistently taking the same view as regards the scope of the expression “make available”.  The decision of the ITAT (Mumbai Bench) in Raymond Ltd. Vs. DC of Income-tax1 elaborately considered this issue and drew support from the Indo-US MOU and observed that “the fruits of the services should remain available to the person utilizing the services in some concrete shape such as technical knowledge, experience, skills etc.”, and that a transmission of the technical knowledge, skills etc., to the person utilizing the services is contemplated by the Article.  This decision has been followed by the same Tribunal in the case of McKinsey Co.  vs. AD of Income-tax2 and other cases.

12.5. In this connection, we may also refer to a decision of the Bombay High Court in Diamond Services International Ltd. Vs. UOI3 wherein it was held that the job of grading the diamonds in the laboratory and issuing grading certificates did not amount to transfer of experience, skill or knowledge to the client and such activity did not make available any technical knowledge, skills etc., to the clients.  Similarly the client did not get any right to use the expertise or experience of the American company which graded the diamonds.  Hence, the payments were held to be not in the nature of royalty or fee for included services.
12.6   In the present  case, the applicant renders bioanalytical services which, no doubt, are very sophisticated in nature, but the applicant does not reveal to Sandoz / Ranbaxy as to how it conducts those tests or the inputs that have gone into it , so as to enable them to carry out those tests themselves in future. A broad description or indication of the type of test carried out to reach this conclusion does not enable the applicant’s client to derive requisite knowledge to conduct the tests or to develop the technique by itself. The mere fact that the tests in question are highly  technical in nature will not make a difference.   In its affidavit the applicant affirms that only final results, conclusion of data of bioequivalence tests are provided to the recipient.  Clinical procedure, analytical methods, etc., which are proprietary items of the applicant, have neither been nor will they ever be transferred, assigned or handed over to Sandoz or any other Indian client. From the perusal of the relevant agreements, we have not found any provision which would entitle Sandoz/Ranbaxy to know the details of the analytical methods and procedures employed by the applicant in carrying out the bioequivalence tests.  The only doubt cast by Clause 15 of the agreement with Sandoz is cleared by Sandoz statement that the said clause which was part of standard format was never given effect to.  It seems to be inapplicable also having regard to the actual modalities of the transaction as  set  out in the application. Then agreement with Ranbaxy says that Ranbaxy shall be the owner of the tested samples and test compounds.  Further, the applicant will store tested samples and test compounds for three months and make these available to Ranbaxy at the expiry of that period.  Handing over tested samples and test compounds cannot be equated with making technology, know-how, etc., available to Ranbaxy.  The agreement also states that Ranbaxy shall be the owner of all intellectual property rights resulting from the services.  This would mean that, if on the basis of these results, Ranbaxy is able to acquire patent or other intellectual property rights in respect new generic drugs developed by it, then the applicant shall not claim any interest whatsoever in such right.  It is altogether a different aspect.  By agreeing to this provision, the applicant has not made its technical expertise, know-how, etc., available to Ranbaxy.  It is only natural that Ranbaxy which has developed the generic drug should enjoy the intellectual property rights in relation thereto.  The analytical test has not contributed to the development of new generic drug.  The test has only shown whether that drug is as efficacious as the reference drug.  We would also like to point out here that development of new drug and testing its efficacy are not one and the same thing.  By merely acquiring knowledge of the testing methods one does not get any insight as to how a new drug could be developed.

12.7 . In the light of the above discussion interpreting the expression ‘make available’, it follows that clause (b) of Article 12(4) relied upon by the Revenue does not come into play and the services in question cannot be considered to be “fees for included service” within the meaning of this provision.  The second limb of clause (b) refers to “development and  transfer of a technical plan or technical design”.  Obviously, that has no application here.  
13. We may now come to the submission of the learned counsel of Revenue that the payment of fees in this case can also be regarded as royalty income under Article 12 of DTAA, for which he places reliance on paragraph 11 of OECD Commentary and page 790 of Klaus Vogel on Double Taxation Conventions.  Paragraph (3) of the said Article 12 states that royalty is payment of consideration for the use of, or the right to use any, copyright, patent, secret formula, process, information concerning industrial, commercial or scientific experience.   We find that paragraph (2) of Article 12 of OECD Model Convention also defines royalty in a manner similar to paragraph (3) of Article 12 of DTAA.  While discussing paragraph (2) of Article 12 of the OECD Model Convention, OECD Commentary at paragraph 11 states that information concerning industrial, commercial or scientific experience alludes to the concept of know-how which is all the undivulged technical information that is necessary for the industrial reproduction of a product or process directly.  Know-how represents what a manufacturer cannot know from mere examination of the product and mere progress of the technique.  The Commentary further states that a know-how contract differs from contracts for the provision of services, in which one party undertakes to use the customary skills of his calling to execute the work himself   for the other party.  Payment made under the latter contract generally come in the category of business income. We find that in the present case the agreements of the applicant fall in the latter category, as the applicant uses its experience and skill itself in conducting the bioequivalence tests, and provides only the final report containing conclusions, to the applicant.  The information concerning scientific or commercial experience of the applicant or relating to the method, procedure or protocol used in conducting bioequivalence tests is not being imparted to the pharmaceutical companies and the consideration is not paid for that purpose.  On the basis of the final report, the pharmaceutical companies will not be able to find out what method, procedure or protocol was used in conducting the tests.  Moreover, the test reports are drug specific as stated at para 4 above.  Hence the material furnished by the applicant will not in any way help the customers to facilitate further research and development of new drugs as contended by the Revenue.  As such, the fees received by the applicant are to be treated as business income and not royalty income.   Klaus Vogel at page 790 of his commentary on Double Taxation Conventions states that what distinguishes a contract for provision of know-how from a contract for rendering advisory services is the concept of ‘imparting’.  An adviser or consultant, rather than imparting his experience, uses it himself.  All that he imparts is the conclusion that he draws from his own experience. His obligation to observe secrets, or even, his own interest in retaining his means of production, will prevent a consultant from parting with his experience.  The above observation of Klaus Vogel  also rather than advancing the case of Revenue, goes against it.   

14. We are of the view that since the applicant is in the business of providing bioanalytical services to various pharmaceutical companies, the consideration received by it from them would be its business income.  In view of Article 7 read with Article 5 of DTAA, such income can be taxed in India only if the applicant has a Permanent Establishment  in this country.  We observe that the applicant has denied the existence of any PE here and there is nothing on record to indicate anything to the contrary.  On the facts stated, the existence of PE in India cannot be inferred also.
15. In the light of the above discussion, we rule that the fee paid by Sandoz Private Limited, Ranbaxy Research Laboratories to the applicant in respect of bioequivalence tests conducted by it is in the nature of ‘business profits’ under Article 7 of the DTAA and the same is not taxable in India as the applicant does not have a permanent establishment situated in this country.

Pronounced in the open court of Authority on 11th day of September, 2008.

     Sd/-     Sd/-          Sd/-
(A. SINHA)                    (P.V. REDDI)                  (RAO RANVIJAY SINGH)
 MEMBER          CHAIRMAN                  MEMBER  
F.No. AAR/746/2007/     Dated:  11.9.2008
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