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Background 

The state of family planning in India has rapidly 

changed over the past 30 years. Between 1990 and 

2019, the size of the market for modern 

contraceptives increased from 52 million women to 

134 million (New et al., 2017; Guttmacher Institute, 

2020). More than half (55 percent) of all married 

women now use modern contraceptives (see Table 1). 

Use among all women remains relatively low in 

comparison, however, with 40.6 percent using a 

modern method (FP2030, n.d.). Figure 1 depicts the 

distribution of contraceptive method use among 

married women in India, showing that female 

sterilization is highly preferred over other modern 

and traditional methods, and that male condoms and 

contraceptive pills are the most popular modern 

methods. As of 2016, 33.5 percent of women 15–49 

years of age obtained modern family planning methods through the private sector, which 

includes private hospitals, clinics, pharmacies, and homeopathic and traditional healers (IIPS 

and ICF, 2017).  

Figure 1. Distribution of Contraceptive Method Use Among Married Women  

(15–49 Years of Age) 

 

Source: IIPS and ICF, 2017 

* Other includes male sterilization, intrauterine devices, injectables, and female condoms 

Not 

Using, 

47%

Female 

Sterilization, 

36%

Traditional, 6%

Condoms, 5%

Pill, 4%
Other,* 2%

Table 1. Family Planning Indicators 

Modern contraceptive 

prevalence rate  

(married women) 

55% 

Modern contraceptive 

prevalence rate  

(all women) 

40.6% 

Unmet need  

(married women) 
18.6% 

Demand satisfied  

(married women) 
74.7% 

Source: FP2030, n.d. 
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In regard to the private sector, sites most frequented by women to obtain family planning 

include private hospitals (19.9 percent of users) and a pharmacy or drugstore (8.3 percent of 

users). The majority of female sterilizations occur in private hospitals, and the same is true for 

male sterilization, intrauterine device (IUD) insertion, and injectables. The majority of both 

condoms and contraceptive pills are sourced from private pharmacies or drugstores (IIPS and 

ICF, 2017). Despite increases in contraceptive access over the last few decades, however, 

national unmet need among married women is still high at 18.6 percent (see Table 1). Domestic 

private health expenditure accounts for 72 percent of India’s current health expenditure. This 

spending includes household out-of-pocket spending, spending by nonprofit organizations and 

corporations, prepaid health insurance premiums, or payments to private (non-state) healthcare 

providers. Almost 63 percent of this spending is out-of-pocket payments (World Bank, 2021a). 

While out-of-pocket spending has steadily decreased from a high of 74 percent in 2001, it has 

held steady at about 60 percent for the last 10 years.  

The expansion of access to family planning commodities relies on several enabling factors—

including some that commercial health sector actors cannot control, such as government 

policies and regulations. Expansion of access, innovation, and growth also can be stifled unless 

there is investment in the commercial health sector. Health Policy Plus (HP+), funded by the 

U.S. Agency for International Development, is exploring how donor grant financing can 

stimulate private investment to catalyze the growth of the family planning commercial market in 

India.    

Over the last few decades, the Indian private sector has increased its contribution to gross 

domestic product (GDP), from around 66 percent in the 1980s–1990s to more than 80 percent in 

the 2000s. The private sector has also been a main driver of investment and contributes more 

than 75 percent of domestic capital formation (Asian Development Bank, 2013). The healthcare 

market is one of India’s largest sectors, measured by employment and total revenue, which 

makes it an important recipient for domestic and foreign investment. India is generally regarded 

as having improved its ease of doing business in recent years and is now ranked 63rd globally in 

that respect (World Bank, 2021b). Between 2000 and 2019, US$6.3 billion in foreign direct 

investment (FDI) flowed into India’s hospital and diagnostic centers, constituting 1.5 percent of 

the total FDI inflow during that period (FDI India, 2021). Challenges that may hinder the flow of 

FDI and domestic private capital into the healthcare sector, however, include the large capital 

investments needed for new healthcare businesses using traditional business models and the 

limited return on investment compared with other (non-health) ventures. While the healthcare 

sector in India has received heightened interest from investors in recent years, with total 

transaction value rising from US$94 million to US$1.3 billion between 2011 and 2016, the 

increase in investment has been concentrated in specific subsectors, such as specialty hospitals 

and diagnostic service providers (Sarwal et al., 2021).  

Opportunities for improved access to investment for companies that provide other health 

products and services—including family planning—look promising due to recent trends in 

developing more innovative digital healthcare models. The digital healthcare market in India 

was valued at US$1.5 billion in 2018 and is estimated to reach US$5.5 billion by 2024. This 

represents a compound annual growth rate of approximately 27 percent, with the telemedicine 

market specifically expected to grow at a compound annual rate of 31 percent (Invest India, 
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2021). Innovation in the commercial sector, such as using digital healthcare models, represents 

an opportunity to disrupt traditional value chains and help reduce consumer prices for family 

planning and other health commodities. These innovative businesses may also be able to 

provide access to a broader cross section of the Indian market than traditional brick-and-mortar 

companies. However, private health sector growth and innovation may be hampered by legal, 

regulatory, and investment barriers, which are explored in this document.  

Considering the increasing scope and importance of the domestic private sector in procurement 

and distribution of family planning commodities in India, HP+ analyzed the legal, regulatory, 

taxation, and investment environment pertaining to the sale of family planning commodities 

with the purpose of identifying barriers that may inhibit scale or innovation in that market. This 

document provides an overview of policies related to the commercial (domestic) procurement, 

distribution, and sale of family planning commodities outside of brick-and-mortar business 

models. The scan excludes brick-and-mortar businesses due to the limitations to scale inherent 

in a business model reliant on physical premises. The legal and regulatory environment for 

condoms also is not included due to the substantial involvement of social marketing 

organizations that rely heavily on external funding for sustainability. The information presented 

in this document and accompanying presentation can inform future conversations about the 

opportunities to use blended finance (donor grant financing combined with private capital) to 

catalyze increased access to family planning products through the commercial sector in India.  

Methods 

This assessment was conducted through: (1) a systematic 

desk review of government laws, regulations, policies, and 

guidance documents; and (2) conducting a series of key 

informant interviews with private sector stakeholders. The 

desk review drew on documents chiefly identified through 

online searches (see Box 1) that provided an 

understanding of the current legal and regulatory 

framework for the distribution and sale of family planning 

commodities.  

Key informant interviews offered insight into their 

understanding and perception of the legal environment. 

Six interviews were conducted virtually with relevant 

associations and companies serving the national 

population. Participating stakeholders included two pharmaceutical associations, one social 

marketing company, and three commercial companies. The interviews provided information on 

the regulatory environment’s operational effects on commercial supply dynamics to further 

contextualize enablers and barriers identified in the desk review. An additional 12 Indian 

companies and organizations were interviewed at a later stage to confirm and expand upon the 

information in this document.  

Box 1. Examples of Documents 

Reviewed 

• Reproductive health and family 

planning policies 

• Health advertising policies 

• Distribution and sale of health 

commodities laws and policies 

• Telemedicine guidelines 

• Pricing, taxation, and foreign 

direct investment policies 
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The findings presented here cannot be generalized across the entire private sector in India, as 

the sample size is small in comparison to the size of the market. However, the insights can help 

provide investors and government stakeholders with information on how the private sector 

experiences the regulatory enabling environment and can inform discussions on how 

investment can help catalyze the commercial sector for improved family planning outcomes. 

Results 

Key Findings 

India’s National Health Policy of 2017 and National Population Policy of 2000 lay out national 

family planning goals and objectives to meet unmet needs for healthcare and family planning 

but do not cover many areas that directly impact the private sector provision of family planning 

products in India (Ministry of Health and Family Welfare, 2017, 2000). Other policies, 

regulations, and guidelines exist regarding the registration of new health products, conducting 

clinical trials, advertising, e-retail, and telemedicine that speak directly to private sector 

engagement in domestic procurement, distribution, and sale of family planning commodities 

(summarized later in Table 2). Overall, the government of India has a strong policy focus on 

reducing areas of high unmet need and promoting equitable access to family planning, which 

may inadvertently impact the degree to which the commercial sector serves those who are 

willing and able to pay.  

Relevant Authorities 

While national health policies and guidelines originate from the Ministry of Health and Family 

Welfare, other important governmental stakeholders also are involved in the regulation of 

registration, distribution, and sale of family planning products (see Figure 2). Some of these 

authorities fall under the Ministry of Health and Family Welfare, such as the national regulatory 

authority—the Central Drugs Standard Control Organization (CDSCO)—while others are under 

different ministries.  

There have been recent efforts to align all medical devices (including implants and 

contraceptives) under the lens of the CDSCO to improve safety and quality (Leo, 2020); 

however, they have not been successful thus far. A summary of the main government 

stakeholders involved in the supply of family planning commodities is included in Annex 1. 
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Figure 2. Key Drug-Related Regulatory Authorities in India  

 

Source: World Health Organization, 2017 

Policies and Regulations 

The Indian drug regulatory system stems from the 1940 Drugs and Cosmetics Act, which was 

passed to regulate the rapid expansion of pharmaceutical production (World Health 

Organization, 2017). Since then, amendments have been enacted along with new laws and 

policies designed to regulate the health value chain. A detailed overview of the most relevant 

policies and regulations on the distribution and sale of family planning commodities in India is 

provided in Table 2. How far they impact the commercial health sector is outlined in the section 

following Table 2.  

Table 2 provides a summary guide to the commercial distribution, marketing, and sale of family 

planning commodities and illustrates the complexity of the Indian market. While national 

family planning policies call for an increase in commercial activity and alignment to public 

health goals, other policies—such as those related to the registration of new methods and fixed 

price ceilings—may constrain the scope of commercial stakeholders. Similarly, recent 

telemedicine policies provide a stimulus for continued growth and innovation in the health 

technology industry but advertising policies for prescription drugs do little to harness the 

strength of the commercial sector for building and responding to consumer preferences. In 
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terms of investment, the government provides a policy framework for foreign investment in 

health and offers grant financing assistance to entrepreneurs in the startup phase, particularly 

for social sectors such as health.     

Table 2. Overview of National Laws and Policies Regulating the Provision of Family Planning 

Commodities 

Category Relevant Laws and Regulations   

National 

Family 

Planning 

Policies 

National Health Policy, 2017 

• Major objective to align private healthcare with public health goals through strategic 

partnering with private providers. 

• Sets goal of 90% of family planning need met by 2025. 

National Population Policy, 2000 

• Central theme is to mobilize the private sector to serve public health goals. 

• Affirms government’s commitment to voluntary and informed choice in reproductive 

healthcare and to address unmet contraceptive need. 

• Secondary strategy is to regulate the private sector and the availability of quality 

services at a reasonable cost. 

National Health Mission, 2005 

• Assures providing full coverage of unmet need and services for spacing births and 

permanent contraceptive methods through free distribution and social marketing 

schemes. 

• Establishes initiative to increase access to contraceptives and family planning in 

vulnerable districts through contraceptive distribution, promotion, and provider training. 

Mission Parivar Vikas, 2016 

• Includes contracting with private providers to administer family planning services in 

vulnerable areas. 

Product 

Clinical Trials 

Schedule Y of the 1940 Drugs and Cosmetics Act  

• Establishes requirement of domestic clinical trials for all family planning products, even 

those with international authorization. Clinical trial approvals are granted by the Drugs 

Controller General of India, as dictated by the guidelines and requirements for clinical 

trials under Schedule Y. 

New Drugs and Clinical Trials Rules, 2019 

• Reduces the approval of global clinical trials from six months to 90 days (30 days for 

domestic trials). However, domestic clinical trials are always necessary regardless of 

international (e.g., Unites States and European) approval. Approvals to conduct trials are 

valid for two years. This applies to all trials for family planning products. 
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Category Relevant Laws and Regulations   

Product 

Registration 

Indian Patents Act, 1970 

• Establishes pharmaceutical patent law and provides protection to process patents—

including for family planning products—instead of product patents, thus leading to a 

boom in generic drug production in India (revised in 2005). International patent 

protection standards were adopted in 2005, although only for formulations patented 

after 1995, thus restricting family planning product production for certain formulas and 

governing what private companies could produce.  

Finance Bill, 2016 

• Introduced the Patent Box Regime. The Patent Box enables an inventor to benefit from 

tax concessions on royalty income, hence providing incentives for patenting and 

innovation in India. This includes family planning patents. 

Drugs and Cosmetics Rules, 1945 

• Registration guidelines for all products are listed under Rule 24(A) and 25; applications 

are submitted to the CSDCO. 

Distribution 

Quality 

Guidelines on Good Distribution Practices for Pharmaceutical Products, 2018  

• Historical lack of good practice guidelines was addressed with CDSCO-issued guidelines 

providing specific regulations on wholesale distribution, including distribution chain 

documentation; procurement procedures; inspection, auditing, and certification of 

compliance with quality standards; storage conditions aligned with labeling; and 

procedures for recall management. Good practices apply to all persons and outlets 

(including private sector stakeholders) involved in the trade and distribution of 

pharmaceuticals, including family planning products. 

Distribution 

Labeling 

Drugs and Cosmetics Act, 1940 

• Regulation of import, manufacture, and distribution of drugs under the Act dictates that 

birth control pills and condoms are subject to government regulation and that the birth 

control pill be sold via prescription. 

Drugs and Cosmetics Rules, 1945 

• All pharmaceuticals, including family planning products, must follow labeling 

requirements as dictated under Rule 109A. Mechanical contraceptives under Schedule 

R must display the manufacture and expiration date, display storage conditions, and 

adhere to material and testing standards. Pharmaceuticals under Schedule H must have 

clear prescription labels, be sold via prescription by registered medical practitioners, 

and be supplied to licensed parties. This includes many contraceptives. 

Wholesale 

Distribution  

Press Note No. 4 (2019 series) amending Consolidated FDI Policy Circular of 2017 

• The FDI policy has been revised to allow FDI in the retail sector, including wholesale 

distribution. Permits 100% FDI in entities engaged in the business of wholesale cash 

and carry.  

Drugs and Cosmetics Act, 1940 

• Distributors for all pharmaceuticals—including family planning products—wishing to be 

an authorized Indian manufacturer must have a valid Wholesale Drug License through 

CDSCO forms 20B and 21B, submitted to individual state licensing authorities. 
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Category Relevant Laws and Regulations   

Sales and 

Advertising: 

Telemedicine 

and 

telehealth  

Telemedicine Practice Guidelines, 2020 

• Guidelines set out minimum standards and operational considerations for the delivery 

of healthcare services by all healthcare professionals using information and 

communication technologies for the exchange of valid information for healthcare 

diagnosis, treatment and prevention, research and evaluation, provider and patient 

education, health information services, and self-care via telecommunications and 

digital communication technologies.  

• No explicit mention of family planning elements. 

• Insurance Regulatory and Development Authority issued a notification within the 

Telemedicine Practice Guidelines, 2020 advising health insurers to allow telemedicine 

to be covered under health insurance programs. 

Sales and 

Advertising:  

e-Retail 

Draft National e-Commerce Policy, 2021 

• Policy aims to create a path to rapid digital development through a strong regulatory 

environment, growth of domestic entrepreneurs, and provision of digital literacy skills. 

It calls for equal treatment of all e-commerce vendors by e-commerce operators and 

sets out guidelines for product import and website regulation. The government aims to 

pass this policy in 2021.   

• Dictates that e-commerce companies should not use algorithms to promote certain 

vendors or products belonging to their group of companies. Resistance from e-

commerce executives has been documented.  

Sales and 

Advertising: 

Pricing and 

Taxation 

National Pharmaceuticals Pricing Policy, 2012 

• Regulates drug prices on the basis of essentiality of the drug through market-based 

pricing of formulations. The policy “proposes to fix a price ceiling on drugs that are on 

the national list of essential medicines on the basis of the simple average price of all the 

brands having market share (on the basis of moving annual turnover) of 1 percent or 

more of the total market turnover of that medicine” (India Environment Portal, 2012). 

Contraceptives are included in the national list of essential medicines.  

Goods and Service Tax Act, 2017 

• The Act does not levy taxes on any forms of contraceptives. 

Essential Commodities Act, 2015 

• Regulates the price of specified drugs deemed necessary for the Indian population and 

on the national list of essential medicines, including contraceptives.  

Ceiling Prices of Scheduled Formulations under Drugs Price Control Order, 2013 

• Section 18 sets maximum pricing guidelines for a number of family planning methods 

regardless of generic/branded status (includes contraceptive pills and IUDs; excludes 

condoms). 
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Category Relevant Laws and Regulations   

Advertising Drugs and Magic Remedies (Objectionable Advertisement) Act, 1954 

• Section 3 prohibits the advertising of contraceptives. Random checks and complaints of 

false advertising are punishable under general law and this Act.  

The Drugs and Magic Remedies (Objectionable Advertisements) (Amendment) Bill, 

2020 

• A 2020 amendment adjusted the meaning of the term “advertising” to include any 

audio or visual publicity (e.g., the use of any light, sound, smoke, gas, print, electronic 

media, internet, or website and includes any notice, circular, label, wrapper, invoice, 

banner, poster, or such other documents).  

Drugs and Cosmetics Rules, 1945 

• Schedule H dictates that prescription drugs cannot be advertised; therefore, any 

contraceptive method aside from emergency contraceptives and condoms (which are 

provided over the counter) cannot be advertised. 

Advisory No. 40011/01/2014-BC-I Ministry of Information and Broadcasting 

• Condom advertising on television is only permitted between 10 pm to 6 am for the 

commercial sector. The government of India can advertise its own condom brands at 

any time. 

Foreign Direct 

Investment 

(Circular on) Consolidated FDI Policy Circular, 2020 

• Sets out how eligible investors (non-resident investors in permitted sectors/activities) 

can invest in Indian companies, leveraging a range of investment instruments. There are 

two approval processes: automatic and those that require prior approval from the 

government.  

• All FDI into new healthcare ventures (greenfield) is automatic. Existing companies 

(brownfield pharmaceutical investments) need prior government approval for FDI over 

74%, as well as compliance with maintaining production levels for drugs on the national 

list of essential medicines for the domestic market. 

• “Press Note 3” requires governmental approval for any FDI inbound from countries that 

share a land border with India. 

Insurance Amendment Bill, 2021 

• For direct (and indirect) foreign investment in the (health) insurance sector, the limit has 

been raised from 49% to 74% to encourage growth of the private insurance sector.  

Make in India 2.0 Initiative, 2021 

• A government effort to encourage domestic manufacturing, which has resulted in 

automatic approval of 100% FDI for medical devices. 
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Category Relevant Laws and Regulations   

Domestic 

Investment 

Startup India Seed Fund Scheme, 2021 

• Provides financial assistance to startups for proof of concept, prototype development, 

product trials, market entry, and commercialization. This is designed to support startups 

to grow to a level where they will be able to raise investments from angel investors or 

venture capitalists, or seek loans from commercial banks or financial institutions. To be 

eligible for funding under the scheme, companies must be incorporated less than two 

years before application and have a business idea to develop a product or a service with 

market fit, viable commercialization, and scope of scaling. The scheme prioritizes 

startups that use technology in their core product or service and companies creating 

innovative solutions in sectors such as social impact and healthcare, among others. 

Private Sector Perspective on the Regulatory Environment  

The breadth and complexity of the Indian legal and regulatory system is evident from the 

overview of regulations; the extent to which the system may operationally hinder the 

commercial family planning sector was discussed with commercial market actors. The key 

informant interviews identified six challenges for the private sector that add to the insights 

identified within the policy and regulatory assessment. Additional key informant interviews 

conducted with investors, nonprofit organizations, health startups, and financial institutions 

provided supplemental and complementary insights supporting these findings.  

1. Unpredictable and Complex Regulatory Environment  

Multiple, complex regulatory policies and frameworks and fragmented agencies guiding the 

import and sale of family planning and other health products result in frequent regulatory 

amendments. Small and medium-size health enterprises find it difficult and costly to keep up. A 

key informant noted the difficulty in tracking changes and amendments that impact the health 

sector:  

 

2. Technological Advancements and e-Commerce Abound 

The speed of technological take-up can impact the extent to which family planning products are 

available online. Shifting business models from business-to-business to business-to-consumer 

can potentially reduce product cost by reducing the steps in the supply chain. For example, 

manufacturers in India can now sell directly to consumers through e-commerce channels. The 

Telemedicine Practice Guidelines rolled out in 2020 enable health technology firms to expand 

access to health services and products beyond geographic boundaries and provide access in 

“Government keeps on making amendments and modifications at the central policy level, 

which has repercussions at the state and lower level through changes in program 

implementation. There is a need for government to create a stable and supportive regulatory 

environment for the industry to plan investment and that would be big step for growth.”  

– Key informant from an industry association 
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formerly underserved locales. However, because there are only two contraceptive methods that 

do not require prescriptions (emergency contraceptives and condoms), it will remain 

challenging to procure other methods online (such as oral contraceptives and implants) unless 

there is an option for teleconsultation enabled by an e-commerce site.  

Overall, telemedicine could help Indian healthcare consumers save about US$10 billion by 2025 

through the recent inclusion of telemedicine consultations under health insurance programs 

(SIRU, 2020; Ray, 2020). However, the Insurance Regulatory and Development Authority of 

India advised and did not specifically mandate 

telemedicine to be covered by insurance. This may change 

after the pandemic subsides, so there is an opportunity to 

reverse this. The speed at which the private sector 

maximizes opportunities presented by technological 

advances and shifts in consumer acceptance and demand 

may outpace the speed at which the government can 

effectively engage these actors in advancing family 

planning policy goals.   

From a regulatory perspective, the increased governmental 

use of digital technology for increasing efficiency in 

regulatory processes was noted by respondents as being 

beneficial for the private sector. For example, the 2016 

launch of ‘SUGAM’, an online e-governance single window 

portal, has helped streamline the complex regulatory system for the submission, monitoring, 

and approval of new drugs and devices under the CDSCO (CDAC, 2021). The online system also 

enables the flow of information between the CDSCO headquarters and its state-level offices, 

potentially enabling a more efficient regulatory system at all levels.  

3. Retail Pricing Limitations 

The National Pharmaceutical Pricing Authority provides price ceiling guidelines for a number of 

family planning products and updates the guidelines periodically. While government price 

controls under the National Pharmaceuticals Pricing Policy, 2012 and Essential Commodities 

Act, 2015 were meant to serve the public interest and promote equitable access, they also could 

curb the innovation and growth of the commercial family planning market. The price ceiling list 

was drafted in 2013 and the last pricing review for family planning products was conducted in 

2020. Regular policy reviews (e.g., annually) are recommended to keep retail price ceilings 

realistic. Even if a drug does not fall within the national list of essential medicines, it is still 

subject to price monitoring because maximum retail prices cannot be increased by more than 10 

percent per year, according to the Ceiling Prices of Scheduled Formulations under Drugs Price 

Control Order, 2013 (paragraph 20). While this regulation is beneficial for the consumer, it 

places significant pressure on the commercial sector to regularly monitor shifts in government 

policy and adhere to low price ceilings. For example, the emergency contraception pill originally 

retailed at 40 Indian rupees, but its price was reduced to 5 rupees after inclusion in the 

government’s list of essential medicines (Times of India, 2005).  

“We’ve built strong investment 

cases for healthcare delivery 

models which use technology to 

reach customers. We’ve looked 

at hospitals, online diagnosis, 

diagnostics, remote ICU 

[intensive care unit] models, 

healthcare management 

platforms for hospitals—so we 

typically prefer these kinds of 

models.” 

– Investor 

https://www.investindia.gov.in/team-india-blogs/health-tech-india


 

12 

 

4. Lengthy Clinical Trials 

The Drugs Controller General of India approves new products introduced into the Indian 

market based on clinical trial results conducted domestically. India does not automatically grant 

approvals based on U.S. Food and Drug Administration authorization, as other South Asian 

countries do, based on the New Drugs and Clinical Trials Rules, 2019. It has proven challenging 

to gain Drugs Controller General of India approval for the registration and marketing of 

contraceptive implants. The Indian Council of Medical Research conducted a phase-3 clinical 

trial over four years (2004–2008) for Implanon, which enrolled 3,119 women across India. 

While it is now available for commercial sale, it is still under consideration by the government 

for inclusion in the public health system. It was approved for use in the United States in 2006 

and accepted as a prequalified product for contraception by the World Health Organization in 

2013. This drawn-out process, along with the current federal government’s domestic sourcing 

agenda (the “Make in India” initiative), may be a barrier to bringing global innovation in family 

planning products into India. A key informant noted that clinical trials issues can also have a 

bearing on the extent of India’s family planning product choice:   

 

5. Constraints on Advertising of Prescription Drugs  

In India, prescription drugs listed under Schedule H of 

the Drugs and Cosmetics Rules, 1945 cannot be 

advertised. Therefore, only emergency contraceptives 

and condoms as non-prescription family planning 

methods can be advertised. However, in 2017, India 

imposed restrictions on the advertising of condoms on 

television. Commercial advertisements for condoms are 

now allowed only between 10 pm and 6 am, as specified 

under Advisory No. 40011/01/2014-BC-I Ministry of 

Information and Broadcasting, whereas the government can advertise its own brand of condoms 

at any time. The government rationale was explained as a public interest matter. This 

undermines commercial efforts to grow the market and has the consequence of curbing 

participation in shaping the contraceptive market as a whole. Promoting only government 

“Inclusion in the national list of essential medicines often brings products under price 

restriction, which affects the company’s ability to function profitably.”  

– Key informant from an international pharmaceutical company  

“For registration of a new drug, it usually takes up to 18 to 20 months of process which is 

acceptable. However, whenever there is a requirement of stage-3 or stage-4 trial, the process 

of approval can take a long time. Many neighboring countries like Bangladesh and Pakistan 

don’t have these processes. Government should reconsider some of these requirements and 

give rebate on them wherever possible.”                    

– Key informant from an international pharmaceutical company 

 

“The government advertises its 

own brand names and socially 

marketed variants, missing 

growing the overall FP [family 

planning] market.”       

– Key informant from a 

 non-profit organization  
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brands restricts consumer awareness on the overall availability of condoms and results in 

promoting only a free alternative to users who may otherwise have paid for condoms. The 

restrictions on advertising may further perpetuate the perception that contraceptives are a taboo 

topic in India. The overall advertising ban on contraceptives that require prescriptions similarly 

limits the growth of the commercial family planning market.    

6. Family Planning Investment Issues 

A key factor considered by equity investors when evaluating 

investment opportunities in early-stage companies is a 

company’s ability to demonstrate innovative business 

models that leverage technology to scale and reach new 

markets. Companies that provide family planning products 

in India using traditional models struggle to attract growth 

funding from venture capital and angel investors that 

typically serve the technology-leveraged market. The reason 

for their disinterest in traditional healthcare models is also 

due to its over-reliance on high volume and low margin 

business strategies that provide limited opportunities to 

earn a high return on investment.  

Obtaining debt financing can also be a challenge for companies providing family planning 

products in India. Internal policies of commercial banks and external regulatory pressures, such 

as the need to maintain minimum levels of asset quality on bank balance sheets, results in 

conservative lending practices that would disqualify early-stage health enterprises from 

accessing capital before they are able to demonstrate a track record of consistent cashflow. 

Relatively high financing costs and onerous collateral requirements provide additional obstacles 

to accessing debt funding for early-stage enterprises operating in the family planning market. 

The regulatory and policy environment also influences assessments capital providers make 

when evaluating opportunities to invest in family planning businesses. One example of this issue 

can be found in the online retail sector, which has the potential to address product gaps in rural 

markets but faces time-consuming verification processes requiring approvals at different levels 

of government. Restrictions on advertising, price ceilings, and competition from the public 

sector and government-supported service providers, as detailed in Table 2, also can restrict the 

growth of early-stage commercial companies and thereby limit their ability to attract funding.  

 

“Family planning is not currently in our active investment thesis. In our deal inflow we’ve not 

seen any family planning models so far. We believe that this is probably not an investable area 

because it’s difficult to scale and make money from [and] from a venture capitalist return 

expectation point of view we’ve not seen family planning as an area of interest.”       

 – Investor 

 

“[There is a] focus on lowest-

cost [family planning] products 

and a slow adoption of new 

products. It discourages 

companies from bringing 

innovations and high-end 

products.”  

– Key informant from an 

international pharmaceutical 

company 
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Conclusion 

The Indian health market provides a significant and sizable opportunity for the private health 

sector, yet complex regulatory processes are not enabling the growth and expansion of the 

commercial sector in family planning. In some cases, the regulatory environment may be 

actively hindering market growth. India’s family planning market is still dominated by the 

public and subsidized sectors. Regulations on the pricing of contraceptives hinders the viability 

of family planning sales within the commercial sector; advertising laws curb the promotion of 

commercial condom brands and prescription-only methods; and stringent clinical trial policies 

restrict broad access to new modern methods. The lack of range of contraceptive methods and 

brands compared with neighboring countries, such as Pakistan and Bangladesh, may be 

reflective of the combined effect of several restrictive policies, along with the way contraceptive 

use has been historically perceived in the Indian society.   

The growth of technology offers considerable opportunities to broaden and expand access to 

essential health products and services and also contribute to decreasing costs along the value 

chain by enabling business-to-business companies to move to business-to-consumer. While 

digital technology is also theoretically increasing access and privacy to family planning 

consumers, it is unlikely to be targeted at new or underserved population segments without 

donor financing or public subsidies and thus will not reduce unmet need. In addition, given that 

most family planning commodities require a prescription, technological advances are also less 

likely to grow access to a broader range of methods, compared with other essential health 

medicines.  

Regulatory streamlining efforts such as SUGAM provide an example of ways in which the 

government can more effectively stimulate a growing commercial health sector. By taking a 

more targeted approach to policy development and review periods, while steering subsidies to 

underserved segments, the government can effectively steward and grow the total family 

planning market and crowd-in commercial actors to serve those willing and able to pay. With a 

sustained effort to increase commercial activity in the family planning market, more private 

investment may also be required. This document is accompanied by a presentation that explores 

how blended finance can aid in stimulating the growth of the commercial family planning 

market in light of the insights outlined here.  
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Annex 1. Relevant Governmental Stakeholders 

Authority Role 

Indian 

Pharmacopeia 

Commission 

Sets standards for drugs that are manufactured, sold, and consumed in India. 

Drug standards are published in the Indian Pharmacopeia, fulfilling requirements 

to do so by the Drugs and Cosmetics Act of 1940 and Rules of 1945.  

Indian Council of 

Medical Research 

Tasked with the formulation, coordination, and promotion of biomedical research 

in India. The Council has 26 national institutes that conduct research on different 

health topics within India.  

Central Drugs 

Standard Control 

Organization 

The national regulatory authority responsible for clinical trial oversight, approval, 

and inspections in India. Its mission is to safeguard and enhance public health by 

assuring the safety, efficacy, and quality of drugs, cosmetics, and medical devices. 

It has several affiliated institutions under its control and six zonal offices in various 

states.   

Drugs Controller 

General of India 

Commonly referred to as the Central Licensing in Indian regulations and is part of 

the Ministry of Health and Family Welfare. Sets standards for manufacturing, 

sales, import, and distribution of drugs in India. For medical devices (except 

investigational ones), the Medical Devices Advisory Committee advises the Drugs 

Controller General on review and approval of products and clinical trials. 

Council of Scientific 

and Industrial 

Research 

Houses the research and development efforts of India. It runs 27 national 

laboratories and 39 outreach centers. It has been working on the creation of oral 

contraceptives since 1960s.  

Ministry of 

Commerce and 

Industry, Patent 

Office   

The Ministry of Commerce and Industry heads the Patent Office and Controller 

General of Patents. It regulates new drug registration as they enter the market and 

deals with patent regulation, although patents for pharmaceuticals are extended 

only to the drug-making process and not the drug itself.  

Department of 

Pharmaceuticals 

Launched in 2008 within the Ministry of Chemicals and Fertilizers to give greater 

focus on the pharmaceutical sector, regulate pricing, support research and 

development, and protect intellectual property rights and international 

commitments.  

National 

Pharmaceutical 

Pricing Authority 

Attached to the Department of Pharmaceuticals and oversees the implementation 

and enforcement of the Drugs Price Control Order. Its function is to implement and 

enforce the provision of drug price controls in accordance with current laws. This 

includes a number of family planning methods, including oral contraceptives, 

condoms, and intrauterine devices. 

Ministry of 

Environment/ 

Environment 

Clearance 

If environmental clearance is required to begin manufacturing under the B 

category (depending on mining/power generation levels), this ministry will assess 

environment impacts along with the State Environment Impact Assessment 

Authority. 
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