CONTRACEPTIVE DEVICES – In Indian Context
India launched a national programme for family planning in 1952 and was the first country in the world to bring out such a programme. Family planning in India has been one of the significant areas for government efforts and the programmes have undergone major changes from its beginning, when the focus was in terms of a clinical approach to today when the focus is on reproductive health. The focus on reproductive health aims to ensure a decline in maternal and infant mortality rates, child mortality and morbidity. Awareness programmes are organized, including awareness through media that propagate family planning like the need for spacing between children, having a lesser number of children per couple like “Hum Do, Humare Do” promoting the idea of having two children per couple that has been popularized by the government. As a result, India has achieved a Total Fertility Rate of 2.0 as per NFHS-5 (2019–21) which is aligned with the National Population Policy 2000 and the National Health Policy 2017 (TFR of 2.1)
Today, though we have achieved a significant control in population, the women reproductive health is an aspect that directly impacts both overall health of women and child. As the SDG 3 also targets to ensure universal access to sexual and reproductive health-care services, including for family planning, information and education, and the integration of reproductive health into national strategies and programmes, it is important to align the standardization activities as well as their implementation as per the said targets.
Types of Contraceptive devices:
· Barrier methods: Physical barriers to prevent pregnancy, e.g. Condoms.
· Hormonal contraception: Includes pills, implants, patches, and vaginal rings. 
· Intrauterine devices (IUDs): Devices inserted into the uterus to prevent pregnancy. 
· Permanent contraception: Sterilization methods that remove reproductive organs.

Indian Standards on Contraceptive Devices:
1. Condoms: Generally natural rubber latex condoms are in use; however synthetic condoms are also available. For the effectiveness of this method, the endurance of the product is of high importance. Important aspects to be considered for the assessment of condoms of proper quality are:
a. design
b. stability and shelf life
c. bursting volume and pressure 
d. freedom from holes
e. package integrity
The requirements for the above are covered by the following Indian standards on male condoms:
i. IS/ISO 4074 : 2015 Natural rubber latex male condoms - Requirements and test methods
ii. IS/ISO 23409 : 2015 Male condoms – Requirements and test methods for condoms made from synthetic materials

Female condoms: A female condom is a sheath that completely lines the vaginal canal and is designed to be retained in the vagina during and after intercourse to prevent pregnancy and transmission of sexually transmitted infections (STIs). The external component of the device can provide some coverage to the external female genitalia. Nonporous, intact, polymer films can be effective barriers to human immunodeficiency
virus (HIV), other infectious agents responsible for the transmission of STIs and spermatozoa. Female condoms made from polymer films that are free from holes and defects, have adequate physical properties so as not to break during use, are correctly packaged to protect them during storage and are correctly labelled to facilitate their correct use, can be effective for contraceptive purposes and in the prevention of sexually transmitted infections (STIs). The requirements of female condoms are covered by IS 17962 : 2022 Female Condoms — Requirements and Test Methods.

2. Diaphragms:  A diaphragm is a barrier method of birth control that prevents pregnancy by blocking sperm from entering the uterus. It is a dome-shaped cup made of silicone that fits over the cervix. Important aspects to be considered for the assessment of diaphragms of proper quality are:
a. design
b. dimensions
c. mechanical properties like compression resistance
d. freedom from visible defects
The requirements of diaphragms are covered by IS/ISO 8009 : 2014 Mechanical Contraceptives — Reusable Natural and Silicone Rubber Contraceptive Diaphragms — Requirements and Tests.

3. Intra-uterine Devices: There are two types of intrauterine devices (IUDs), copper IUDs and hormonal IUDs. Both are small, T-shaped devices that are inserted into the uterus to prevent pregnancy. Copper IUDs do not contain hormones whereas hormonal IUDs release progestin, a synthetic version of the hormone progesterone or other hormones. A levonorgestrel-releasing intrauterine system (LNG-IUS) is a T-shaped intrauterine device (IUD) that releases the hormone levonorgestrel into the uterus. It's a highly effective form of birth control that can also treat heavy menstrual bleeding. The method by which copper-bearing contraceptive intrauterine devices (IUDs) function is by the continuous release of copper ions. This interferes with some enzymatic functions, immobilizes sperm cells and inhibits fertilization. It can be used for many years, with a prompt return of fertility upon removal. IUDs do not prevent sexually transmitted infections and condom use is recommended for those at risk. IUDs containing copper are regarded as single use sterile medical devices implanted in the uterus. 
Important aspects to be considered for the assessment of IUDs of proper quality are:
a. design
b. dimensions
c. stability
d. materials
e. force to withstand breakage
f. elastic recovery
The requirements of copper IUDs are covered by IS 18593 : 2024 Copper-Bearing Contraceptive Intrauterine Devices — Requirements and Tests.

4. Fallopian Rings: Fallopian rings or tubal rings are devices which provide permanent contraception. These devices are elastic bands made from medical grade silicone. They are implanted bilaterally using a laparoscopic surgical procedure. After the rings are applied to each fallopian tube, they cut off the blood supply and occlude the tubal lumen. This stops the ova from travelling to the uterus, thereby preventing fertilisation. Fallopian rings are provided sterile and packaged as a set of two. Fallopian rings are assessed on the basis of following properties:
a. Dimensions
b. Tensile properties
c. Elastic memory
d. Freedom from visible defects
e. Packaging
f. Sterility
g. Biological safety
h. Storage conditions and shelf life
The requirements of Fallopian rings are covered by IS 13009 : 2021 Fallopian Rings — Requirements and Test Methods.
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LIST OF STANDARDS
	IS No.
	Title

	IS/ISO 4074 : 2015
	Natural Rubber Latex Male Condoms — Requirements and Test Methods

	IS 18593 : 2024
	Copper-Bearing Contraceptive Intrauterine Devices — Requirements and Tests 

	IS/ISO 8009 : 2014
	Mechanical Contraceptives — Reusable Natural and Silicone Rubber Contraceptive Diaphragms — Requirements and Tests

	IS 13009 : 2021/ISO 19351 : 2019
	Fallopian Rings — Requirements and Test Methods

	IS 17962 : 2022/ISO 25841: 2017
	Female Condoms — Requirements and Test Methods

	IS/ISO 23409 : 2011
	Male Condoms — Requirements and Test Methods for Condoms Made from Synthetic Materials

	IS/ISO 11249 : 2018
	Copper-Bearing Intrauterine Contraceptive Devices – Guidance on the Design, Execution, Analysis and Interpretation of Clinical Studies

	IS 17692 : 2021/
ISO 16038:2017
	Male condoms – Guidance on the use of IS ISO 4074 and IS/ISO 23409 in the quality management of condoms

	IS 17811 : 2022/ ISO/TR 19969:2018
	Guidance on Sample Handling for Determination of Bursting Volume and Pressure and Testing for Freedom from Holes for Male Condoms

	IS 18587 : 2024/
ISO/TR 24484: 2023
	Female condoms Use of IS 17962 /ISO 25841 and the quality management of female condoms

	IS/ISO 29941 : 2010
	Condoms – Determination of nitrosamines migrating from natural rubber latex condoms
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