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Guidelines 
 
1.0 PURPOSE 
 The purpose of this document is to set the general guideline for Patent Asset 

Management. 
  
2.0 SCOPE: 
 This guideline is applicable to Biocon Ltd. and Biocon Pharma Ltd.  
  
3.0 DEFINITIONS: 
 “Complete application” refers to the patent application filed as a application filed on 

priority date or within 12-months of priority date. 
 
“Freedom to Operate (FTO)” refers to ensuring that a proposed commercial product or 
process may be made, used, sold, or offered for sale without infringing third party 
patents. 
 
“National Phase Application” refers to the application filed within 30 (or 31 in few 
cases) months from priority date and after PCT filing, for prosecution and grant in the 
individual countries. 
 
“Patent Asset” refers to all issued patents and patent applications (including 
continuations, continuations-in-part, divisions, patents of addition, re-examinations, 
reissues etc.) filed in India and/or any foreign country. 
 
“PCT Application” refers to an international patent application filed within 12 months of 
priority date through the route of Patent Cooperation Treaty (PCT). A PCT application is 
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never granted and need to be filed in individual countries of interest through national 
phase filing procedure. 
 
“Priority date” means the first date of filing of a patent application. It is essential for 
determining whether any subsequent application for the same invention can still be 
assessed as novel.  
 
“Provisional application” refers to the optional patent application filed to claim a 
priority date to the invention in conceptual stage and it is not required to have a formal 
patent claim.  An applicant who files a provisional application must file a corresponding 
nonprovisional (complete) or PCT application for patent during the 12-month pendency 
period of the provisional application in order to benefit from the priority of the provisional 
application 
 
“Access to Medicines Index (ATMI)” The Index evaluates pharmaceutical companies 
in areas where they have the greatest potential and responsibility to make change, 
identifying best practice, tracking progress, and highlighting where critical action is 
needed to expand access to medicine. It additionally includes 81 diseases, conditions 
and pathogens in the disease scope. List of diseases are as per the ATMI 2024 
methodology. (Annexure I) 
 
“Least Developed Countries (LDCs)” are countries as defined by the United Nations 
(Annexure II) 
 
“Low Income Countries (LICs)” are countries as defined by the World Bank 
(Annexure III) 
 
“Lower-Middle-Income Countries (LMICs)” are countries as defined by the World 
Bank (Annexure IV) 

  
4.0 ACCOUNTABILITY: 
 Head IPR: To ensure timely filing, prosecution, maintenance & abandonment decisions, 

and overall management of the patent asset portfolio. 
 

5.0 RESPONSIBILITY: 
 Applicable to all stakeholders in patent asset management including inventors and 

decision makers. 
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6.0 GENERAL GUIDELINES OF VARIOUS STAGES OF PATENT ASSET MANAGEMENT 
(Described below and depicted graphically at the end) 
 

6.1 Patentability Evaluation: 
 

6.1.1 The scientific concept (potential invention) could be identified during: 
 Product selection & strategy evaluation stage 

IPR team to provide suggestions (if any) to the R&D scientists to design 
experiments and generate data to develop the concept.  

 Product development stage 
The R&D scientists to be vigilant on identifying the novel scientific concepts (if 
any) and discuss with IPR team on regular basis.  

 The R&D scientists (concerned personnel) will share the proposed scientific concepts 
(and data if available) with IPR team for technical evaluation of patentability.  
 

6.1.2 IPR team to evaluate the scientific concepts for technical evaluation of patentability.  
 Patentable subject matter: The subject matter should be patentable as per the 

patent law in India and/or other countries of interest. For instance, Section 3 of the 
Patents Act 1970 in India defines “what are not inventions”; e.g.,  
 substances obtained by mere admixtures,  
 method of treatment,  
 abstract ideas etc.   

 Novelty and Inventive step: Prior art searches need to be conducted to ascertain 
the fulfilment of Novelty and Inventive step requirements.   

 Industrial Application/Utility: Scalability and utility of the scientific concept to be 
evaluated. 
 

6.1.3 IPR team to discuss with concerned R&D scientists (if needed) for any further 
requirements and/or generation of new data through additional experiments. Thereafter, 
the R&D Scientists would provide the required data, and IPR Team to conclude on the 
patentability evaluation. 
 

6.1.4 Responsibility: 
 IPR team and  
 All stakeholders involved in Product Selection and Product Development. 
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6.2 Initial filing stage: First application in India 
 

6.2.1 IPR team to obtain the disclosure of contribution of inventors towards the invention, duly 
signed applicable patent office forms. 
 

6.2.2 IPR team to draft the patent specification comprising the inventive concept as per the 
requirements and finalize the draft based on the inputs from R&D scientists (if any). 
Thereafter, IPR team will file the provisional with the Indian Patent Office. 
 

6.2.3 If the invention is complete and the experiments with the required data are available, the 
complete patent application may also be filed as the first application on the priority date. 
 

6.2.4 Responsibility: 
 IPR Team 
 R&D Team 

 
6.3 Complete filing stage 

 
6.3.1 R&D team to generate experimental data (wherever applicable) within 10 months of 

priority date. 
 

6.3.2 IPR team to review the data and information and assess the patentability once again. 
Team to also review for deviation (if any) from the original inventive concept filed on 
priority date.  
 

6.3.3 IPR team to complete evaluation and draft a complete specification. 
 

6.3.4 IPR team to check on Commercial team’s interest on the invention (product or process). 
 

6.3.5 IPR team to decide on the filing of Complete Specification based on the results of 
patentability evaluation and Commercial team’s interest: 

 If the scientific concept is found to be non-patentable and/or no commercial 
interest, the IPR team may decide to file the complete specification in India solely 
for FTO purpose. Thereafter, the application will be published and abandoned.  

 If the scientific concept is found to be patentable with commercial interest, file the 
complete specification: 
 As PCT application, and/or 
 In specific countries of interest   
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6.3.6 

 
National phase (30/31 months from priority date): 
 

 To decide on the national phase filing, IPR team: 
 
 To re-evaluate the patentability with respect to local country laws for all the 

countries of interest. 
 To confirm with the R&D team if the invention is still of interest. 
 To confirm on business potential from Commercial team to decide on countries 

of interest. 
 

 The IPR team will file and prosecute patents. 
 

6.3.7 Responsibility: 
 

 IPR Team 
 R&D Team 
 Commercial Team 

 
6.4. Patent Grant and Maintenance 

 
6.4.1 In the case the scientific concept is considered patentable by the patent office, the IPR 

team will ensure payment of requisite grant fees and get the patent granted. 
 

6.4.2 IPR team to conduct periodic evaluation of project for scientific and commercial interest 
before each annuity payment and decide on maintenance or abandonment of the patent 
asset. 
 

6.4.3 Responsibility: 
 

 IPR Team  
 R&D Team 
 Commercial Team 

  
7.0 For all domestic and foreign patent application filings, the IPR team will identify the local 

attorneys and take their support as and when required for filing, prosecution and 
maintenance of the patent assets. 
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8.0 
 
 
 
 
 
 
 
 
 
 
9.0 
 
 
 
 
10. 

IPR team will file and prosecute: 
 

 Patent applications related to diseases other than ATMIs in all countries of 
business interest including India. 
 

 Patent applications related to ATMI diseases in 
- all countries of business interest and India.  
- any LDCs, LICs and LMICs (except India); after taking into consideration other 

factors (applicable to these countries) in addition to business interest and decide 
on a case-to-case basis accordingly.   

 
Biocon will enforce all patents related to diseases other than ATMIs in all countries of 
business interest. For enforcement decisions on patents related to ATMIs diseases, 
Biocon will take into consideration other factors (applicable to LDCs, LICs and LMICs) in 
addition to business interest and decide on a case-to-case basis accordingly.   
 
IPR team to maintain the patent asset portfolio and provide the required data to different 
agencies as and when required to fulfil the obligations of the Company. 
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Annexure I 

 
List of diseases are as per the ATMI 2024 methodology. 
81 diseases, conditions and pathogens. The diseases, conditions and pathogens in scope 
disproportionately impact people living in LMICs: 
• 23 communicable diseases 
• 16 non-communicable diseases 
• 20 neglected tropical diseases 
• 10 maternal and newborn health conditions 
• 12 priority pathogens 
 

Communicable diseases 
(23) 

Non-communicable 
diseases (16) 

Priority pathogens§ (21) 

Arenaviral haemorrhagic 
fevers 

Alzheimer's disease Acinetobacter baumannii 
(carbapenem-resistant) 

Bunyaviral diseases Anxiety disorders Campylobacter spp. (fluoroquinolone-
resistant) 

Coronaviral diseases Asthma Enterobacteriaceae (carbapenem-
resistant, 3rd generation 
cephalosporin-resistant) 

Diphteria Bipolar affective 
disorder 

Enterococcus faecium (vancomycin-
resistant) 

Disease X* Cancer‡ Haemophilus influenzae (ampicillin-
resistant) 

Emergent non-polio 
enteroviruses 

Cardiovascular 
diseases 

Helicobacter pylori (clarithromycin-
resistant) 

Enteric infections Chronic obstructive 
pulmonary disease 
(COPD) 

Neisseria gonorrhoeae (3rd generation 
cephalosporin-resistant, 
fluoroquinolone-resistant) 

Filoviral diseases Depressive disorders Pseudomonas aeruginosa 
(carbapenem-resistant) 

Henipaviral diseases Diabetes mellitus Salmonella spp. (fluoroquinolone-
resistant) 

HIV/AIDS Endometriosis Shigella spp. (fluoroquinolone-
resistant) 
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Leptospirosis Epilepsy Staphylococcus aureus (methicillin-
resistant, vancomycin-intermediate 
and vancomycin-resistant) 

Lower respiratory 
infections 

Kidney diseases Streptococcus pneumoniae (penicillin-
non-susceptible) 

Malaria Migraine  
Measles Schizophrenia  
Meningitis Sickle cell disease  
Pertussis Thalassemia  
Rheumatic fever   
Sexually transmitted 
infections (STIs)† 

  

Tetanus   
Tuberculosis   
Viral hepatitis (B and C)   
Yellow fever   
Zika   

 
 

Neglected tropical diseases (20) Reproductive, maternal and newborn health 
conditions (10) 

Chagas disease Hypertensive disorders of pregnancy 
Dengue and chikungunya Maternal sepsis 
Dracunculiasis Neonatal sepsis and infections 
Echinococcosis Obstructed labour 
Human African trypanosomiasis Other neonatal conditions 
Leprosy Abortion and miscarriage 
Lymphatic filariasis Birth asphyxia and birth trauma 
Onchocerciasis Contraceptive methods 
Scabies and other ectoparasites Maternal haemorrhage 
Schistosomiasis Preterm birth complications 
Snakebite envenoming  
Buruli ulcer  
Food-borne trematodiases  
Leishmaniasis  
Mycetoma, chromoblastomycosis and 
other deep mycoses 
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Rabies  
Soil-transmitted helminthiasis  
Taeniasis/cysticercosis  
Trachoma  
Yaws and other endemic 
treponematoses 

 

 
*Disease X is defined by WHO as a pathogen currently unknown to cause human disease that could 
cause a serious international epidemic. 
†Excludes HIV/AIDS 
‡Includes 19 cancer types. 
§These will be collectively referred to as ‘Other prioritised antibacterial-resistant infections’ in the 
2024 Access to Medicine Index and categorised as one disease under communicable diseases. 
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Annexure II 

Least Developed Countries (LDCs) are countries as defined by the United Nations 
(44 Countries) 

Africa 32, Asia 8, Caribbean 1 and Pacific 3 
 

 
 
These 44 LDCs are distributed among the following regions: 
 
Africa (32): Angola, Benin, Burkina Faso, Burundi, Central African Republic, Chad, Comoros, 
Democratic Republic of the Congo, Djibouti, Eritrea, Ethiopia, Gambia, Guinea, Guinea-Bissau, 
Lesotho, Liberia, Madagascar, Malawi, Mali, Mauritania, Mozambique, Niger, Rwanda, Senegal, 
Sierra Leone, Somalia, South Sudan, Sudan, Togo, Uganda, United Republic of Tanzania and 
Zambia 
Asia (8): Afghanistan, Bangladesh, Cambodia, Lao People’s Democratic Republic, Myanmar, Nepal, 
Timor-Leste and Yemen 
Caribbean (1): Haiti 
Pacific (3): Kiribati, Solomon Islands and Tuvalu 
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Annexure III 
 

Low Income Countries (LICs; 25 countries) are countries as defined by the World Bank 
 

Afghanistan Korea, Dem. People's Rep Somalia 
Burkina Faso Liberia South Sudan 
Burundi Madagascar Sudan 
Central African 
Republic 

Malawi Syrian Arab 
Republic   

Chad Mali Togo 
Congo, Dem. Rep Mozambique Uganda 
Eritrea Niger Yemen, Rep. 
Gambia, The Rwanda  
Guinea-Bissau Sierra Leone  

 
Annexure IV 

Lower-Middle-Income Countries (LMICs; 50 countries) are countries as defined by the World Bank 
 
 

Angola India Papua New Guinea   
Bangladesh Jordan Philippines 
Benin Kenya São Tomé and 

Principe 
Bhutan Kiribati Senegal 
Bolivia Kyrgyz Republic   Solomon Islands   
Cambodia Lao PDR   Sri Lanka 
Cameroon Lebanon Tajikistan 
Comoros Lesotho Tanzania 
Congo, Rep.   Mauritania Timor-Leste 
Côte d'Ivoire   Micronesia, Fed. 

Sts.   
Tunisia 

Djibouti Morocco Uzbekistan 
Egypt, Arab Rep. Myanmar Vanuatu 
Eswatini Namibia Viet Nam 
Ghana Nepal West Bank and Gaza 
Guinea Nicaragua Zambia 
Haiti Nigeria Zimbabwe 
Honduras Pakistan  
   

 

  


