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Summary Of Safety and
Clinical Performance

1 Device identification and general information

1.1 Device trade name(s)

Durex natural rubber latex (NRL) condoms with silicone lubricant and benzocaine are
marketed under multiple local trade names which include but are not limited to: Performa,
Performax Intense, Mutual Pleasure, Extended Pleasure, Mutual Climax, Performance
Booster, Settebello Lunga Durata, You&Me, Sync, Orgasmic, Placer Prolongado, Extreme.

NRL condoms with silicone lubricant and benzocaine are also available in some markets as
part of mixed variety condom multi-packs under the trade names: Fun Explosion, Feel Fun,
Surprise Me, Surprise Me Deluxe, Love Collection, Fun Mix, Surprise Mix and Magibox.

1.2 Manufacturer’s name and address

Reckitt Benckiser Healthcare UK Ltd.
Dansom Lane

Hull

HU8 7DS

United Kingdom

1.3 Manufacturer’s single registration number (SRN)
Placeholder for SRN until EUDAMED has been put into service.

1.4 Basic UDI-DI
BUDI - 5000158MDRO0O05AV

1.5 Medical device nomenclature description / text
N.B. Placeholder for Device Nomenclature until EUDAMED has been put into service.

Device group: Male condoms
EMDN: U110101 - Devices for Urogenital system, Condoms

A medicated, natural rubber latex sheath intended to completely cover the penis during sex,
to prevent sperm from gaining access to the female reproductive tract and/or prevent the
transmission of sexually transmitted infections (STI). It contains a pharmaceutical substance
typically intended to enhance the prophylactic/contraceptive properties of the condom or
improve sexual experience. The device may also be textured. This is a single-use device.
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1.6. Class of device

The device is currently certified as a Class |ll medical device in accordance with the European
Medical Device Regulation, according to Annex VIII, Chapter lll, Rules 14 (medicinal product)
and 15 (contraception and prevention of sexually transmitted diseases).

Medical devices are classified into 4 basic classes according to the level of risk associated
with the use of the device; Class |, Class lla, Class IIb and Class Ill.

A number of factors are considered when classifying a device including:
e What is used for
¢ How long it will be used for
o Whether it is used inside or outside the body
e Whether it is powered
¢ Ifit contains any medicinal ingredients

Class Il devices have the highest level of potential risk to patients or users and therefore are
required to undergo in-depth assessments by approved bodies to ensure that they meet the
relevant safety and performance requirements.

1.7. Year when the first certificate (CE) was issued covering the device

Durex condoms with silicone lubricant and benzocaine were CE marked under the current
legal manufacturer (Reckitt) in 2010.

CE marking is a requirement for products that are subject to specific directives and are traded
on the single market in the European Economic Area (EEA). It indicates that products comply
with EU legislation and meets essential EU health, safety and environmental requirements
allowing them to be sold throughout the EEA and moved freely within the European market.

1.8. Authorised representative if applicable; name and Single Registration
Number

RB NL Brands B.V. Schiphol Blvd 207, 1118 BH Schiphol, NL.
SRN: NL-AR-000006055

1.9. Notified Body’s name and single identification number
CE Certiso Ltd

H2092-Budakeszi, Erd6 utca 101

Country: Hungary

Notified Body Number: 2409
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2 Intended use of the device
21 Intended purpose

The principal intended purpose of NRL condoms with silicone lubricant and benzocaine is to
provide a method of contraception and to prevent the transmission of STls, through the
physical barrier properties of the NRL condom.

NRL condoms with silicone lubricant and benzocaine are single-use, invasive (meaning it is
inserted into a body cavity) devices that are worn prior to and during sexual intercourse, and
then removed and disposed of following ejaculation or end of intercourse.

The addition of the benzocaine paste in the condom teat is intended to help prolong the time
to ejaculation through topical de-sensitisation of the penile skin, as an additional action.

2.2 Indication(s) and target population(s)
Device indications are contraception and prevention of STI transmission.

An additional function is the topical de-sensitisation of the penile skin to temporarily prolong
the time to ejaculation. The condoms are not intended to treat a medical condition.

The product is indicated for use by sexually active individuals who wish to prolong the duration
of intercourse.

2.3 Contraindications and/or limitations
2.3.1 Contraindications

The device is contraindicated in users with a known allergy to latex and to benzocaine.

The condom should not be used if users have inflamed or broken skin.

2.3.2 Limitations

Users are advised to seek advice from a healthcare professional before use if their partner is
pregnant or breastfeeding, as a precaution.

Users are advised to use only those lubricants that are recommended for use with condoms;
some oil-based lubricants and some topical medications applied to the penis, anus or vagina
may damage the condom.

See section 4 for further information on safety.
The condoms are intended for single use only.

Natural rubber latex and benzocaine are both potential sensitisers and may cause an allergic
reaction in some users.
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3 Device description
31 A description of the device

NRL condoms with silicone lubricant and benzocaine are a barrier contraceptive designed to
deliver dual protection against pregnancy and the transmission of STls, including human
immunodeficiency virus (HIV). All device variants conform to ISO 4074:2015 Natural rubber
latex male condoms - Requirements and test methods.

The condoms consist of natural rubber latex, a pharmaceutical grade silicone lubricant and a
medicinal substance in the form of Performa lubricant with 5% benzocaine dosed within the
condom teat. The benzocaine is intended to remain on the inside of the condom and therefore
should not come into contact with the non-condom wearing partner, therefore, only the
condom wearer is exposed to the local anaesthetic action of benzocaine. In the event that the
non-condom wearing partner were to come into contact with this medicinal substance; the
associated risks would be no higher during oral sex, than during anal or vaginal sex

The condoms are intended for single use only.

The condoms are presented in individual multilayer foil sachets within card cartons. The
instructions for use are printed on the inside of the carton.

3.2 A reference to previous generations or variants if such exist, and a
description of the differences

NRL condoms with silicone lubricant and benzocaine were brought to market under the
previous legal manufacturer; SSL International, prior to acquisition by Reckitt in 2010.

The overall formulation and design have remained unchanged in this time, apart from the
introduction of a broader range of shapes and dimensions, which do not impact the devices’
intended purpose or compliance with ISO 4074:2015, but rather are intended to improve user
experience. Any minor modifications to the device over the device’s history have been
rigorously assessed through technical testing and safety assessments to ensure there are
no impacts on quality, safety, or efficacy.

3.3 Description of any accessories intended to be used in combination
with the device

No accessories are intended to be used with the device.

3.4 Description of any other devices and products which are intended
to be used in combination with the device

The device is not intended to be used with another device in order to achieve the primary
intended purpose.

The device can be used with vaginal lubricants, specific restrictions to certain types of
products are considered in section 4 and detailed in the product’s labelling; on pack warnings
and precautions can be found in section 4.4.
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4 Risks and warnings
4.1 Residual risks and undesirable effects

This section of the SSCP (Summary of Safety and Clinical Performance) includes residual
risks, other than those contraindications, limitations, warnings and precautions that are
included in sections 2.3 and 4.4.

4.2 Description of residual risks and undesirable effects

While NRL condoms with silicone lubricant and benzocaine are safe for use when used as
intended, a small number of residual risks remain. These risks include:

e Latex allergy

¢ Benzocaine allergy
e Device failure

¢ Choking on condom
e Methemoglobinemia

These risks will be discussed across sections 4.2.3-4.2.6.

4.2.1 Undesirable side-effects

Both latex and benzocaine are known to cause irritation or discomfort in certain individuals
due increased natural sensitivity. While this is relatively rare, it is worth discussing with a
healthcare professional before you use this product if you are unsure or suspect you may
have a sensitivity to latex or benzocaine.

The known and foreseeable side effects related to use of the NRL condoms with silicone
lubricant and benzocaine include:

e Genital irritation or discomfort due to latex — generally of mild severity and brief
duration.

¢ Prolonged Hypoesthesia (decreased sensation) of the penis due to benzocaine.

e Skin, genital or eye irritation due to benzocaine. In the event of irritation cease use of
the product and wash the affected area

If you experience any of these undesirable side effects, discontinue use of the product and
contact a healthcare professional if necessary.

For more information on heightened sensitivity and symptoms due to allergies; see sections
4.2.3and 4.2.4.

4.2.2 Device failure

Condoms are known not to be 100% effective against pregnancy or transmission of STls. It is
generally acknowledged that male condoms are effective in the prevention of pregnancy and
STIs, with a 98% effectiveness rate when used consistently and correctly (Festin, 2020).
Incidences of clinical failure of the device, including condom breakage or slippage during
sexual intercourse, are low, and are often related to user error or misuse. Further to the low
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failure rate, condoms are known to present few side effects, other than the potential allergic
response to latex in sensitive users. Severe allergic reaction is very rare, and the majority of
side effects are brief episodes of minor irritation or discomfort.

Typical contraceptive failure rate is 2%, meaning approximately 2 users out of every 100 will
become pregnant in a year (Festin, 2020).

For a tabulated comparison of clinical failure rates in NRL condoms, please see Table 1.

Condoms cannot protect against STls that are not primarily transmitted through exposure of
the genital, oral or anal mucosae (mucous membrane) to infected bodily fluids i.e., STls
transmitted through close contact or direct contact with infected skin or sores, where these
are not covered by the condom, such as genital herpes, warts, syphilis, pubic or body lice and
scabies.

For an in-depth statistical analysis of condom failure rates see section 6.

4.2.3 Latex allergy

Latex is a known potential sensitiser and allergen. Type | (anaphylactic) and IV (cell-
mediated) allergic reactions are known and foreseeable risks in relation to exposure to latex
in sensitive individuals.

Risk factors include having:

e An atopic constitution (being pre-disposed to atopic eczema, allergic
rhinoconjunctivitis, and/or allergic asthma)

e A history of allergy to latex or cross-sensitive allergens.

The symptoms of a localized allergic reaction to latex can include:

e |tching

e Redness
e Bumps

e Swelling
e Hives

It should be noted that severe allergic reactions are very rare.
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4.2.4 Benzocaine allergy

Benzocaine is a known potential sensitiser and allergen. Type | and IV allergic reactions are
known and foreseeable risks in relation to topically applied benzocaine. Severe allergic
reactions are very rare.

The symptoms of a localized allergic reaction to benzocaine can include:

e ltching
e Redness
e Rash
e Swelling
e Blistering
4.2.5 Methemoglobinemia

Methemoglobinemia (MetHb) is a rare blood disorder. It is typically congenital (present from
birth) and hereditary (genetically inherited from parents) but can be brought about through the
use of anaesthetic agents.

Anaesthesia-induced MetHb is very rare and is most commonly seen in cases of systemic
exposure of high doses of anaesthetics such as benzocaine. Durex NRL condoms with
benzocaine are intended to be used for topical application only. If used correctly and in
accordance with the instructions for use, the benzocaine should only come into short-term
contact with the condom wearer, thereby reducing the risk of MetHb. However, owing to
potential device failure and product misuse the risk should still be considered.

For an in-depth statistical analysis of condom failure rates, see section 6.
Symptoms of acquired MetHb include:

o Bluish colouring of the skin (most commonly seen in the fingers and lips)
o Altered mental state

e Shortness of breath

¢ Rapid breathing and heartrate

e Headache

o Fatigue

e Nausea and vomiting

If MetHb is suspected contact a health care professional.

4.2.6 Choking on condom

While rare, reports of choking have been reported alongside condom use.

Always be careful when using condoms for oral sex, keep out of the reach of children and
vulnerable populations.



Summary of Safety and Clinical Performance for:
NATURAL RUBBER LATEX CONDOMS WITH SILICONE LUBRICANT AND BENZOCAINE

Version 1.0

4.3 Quantitative data

Quantitative safety information on the device includes pre-clinical and clinical trial data held
by the manufacturer, data from the published scientific literature and data on the device
gathered through post-market surveillance , including spontaneously reported incidents and
user complaints.

Based on the data gathered from January 2017 to December 2022 through post-market
surveillance of the device in market, estimations of occurrence have been made per million
items sold:

e 0.036 serious incidents per million.
¢ 1.686 non-serious incidents per million.

It shall be noted the above calculations have been based upon the sale data from hundreds
of millions of units shipped.

Serious incidents are typically those which require medical intervention (e.g. condom
breakage resulting in unexpected pregnancy) while non-serious incidents typically result in
discomfort or inconvenience (e.g. skin irritation while wearing condom).

While it is acknowledged that adverse incident reporting can be an unreliable measure of
device safety, due to the limitations of under-reporting and possibility of obtaining detailed
follow-up information directly from users, the data provides a useful indication of the
acceptability of the safety profile of the device in market. In context of the number of condoms
brought to market (manufactured device units) as an estimation of condom-use-incidents,
the volume of reported adverse incidents represents a very low adverse incident ratio of less
than one serious reported incident per million units released for sale.

The data gathered through post-market surveillance is consistent with the literature gathered
through review of the generally acknowledged state of the art. All the reported events relate
to known foreseeable risks or side effects in relation to condom use. No new risks or
emerging trends have been identified from the data. No Field Safety Notices were issued in
relation to any of the reported incidents. Serious cases were investigated and reported to
authorities in accordance with regulatory requirements.

4.4 Warnings and precautions

Contraindications and limitations, and residual risks and undesirable effects are presented
above in sections 2.3 and 4.2, respectively. Additional warnings and precautions for use of
the device are as follows:

Before use:

Before you use this condom, check the expiry date on the condom wrapper. If the individual
container is obviously damaged, throw that one away and use a new one from an undamaged
package.

o Before you use this condom, check the expiry date on the condom wrapper. If the
individual container is obviously damaged, throw that one away and use a new one
from an undamaged package.
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This condom is made of natural rubber latex. If you have a known allergy to latex, do
not use this condom as this may cause allergic reactions including anaphylactic
shock.

Condoms may present choking hazard. Keep out of reach of children.

Only use lubricants recommended for use with condoms. Oil-based ones (petroleum
jelly, baby oil and some pessaries) and some topical medicines that go on the penis
or vagina can damage condoms.

If pregnant or breast feeding — ask a health professional before use.

Do not use these condoms if you or your partner has inflamed or broken skin.

During use:

To help you get it on right first time, the Durex logo on the foil shows you the bottom
of the condom.

Avoid contact with eyes, broken skin or wounds.

Put a condom on before the penis touches the other person. This helps to prevent
pregnancy and the possibility of catching sexually transmitted infections during
vaginal, anal or oral sex.

Tear the wrapper open from the serrated edge. Be careful with the condom, it could
get damaged by fingernails or sharp objects.

If the condom doesn’t unroll, it may be on backwards, discard and use a new one.

Stop and check if you feel the condom slipping off or it's too tight on the penis
because this might lead to breakage.

If you use the condom for oral sex first, you should use a new condom for any other
type of sex that follows.

For anal sex, use additional lubrication on the outside of the condom.
If you feel discomfort or irritation, stop use.

STOP USE IMMEDIATELY AND CALL A DOCTOR: If you or your partner
experiences breathing difficulties or get blue lips when using these condoms.

If a condom leaks or bursts during sex consult a pharmacist or doctor as soon as
possible and within 72 hours.

After use:

You should take the condom off soon after ejaculation. Hold the condom firmly at the
base of the penis before pulling out.

If discomfort or irritation continue after use, seek medical advice.

Premature ejaculation is a common problem, which can have many causes and may
require medical consultation/supervision. If these condoms don't help, it's worth
checking with your doctor. Serious incidents must be reported to Reckitt and the local
competent authority who will provide further advice.

Wash lubricant off penis after use.
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. Only use a condom once. Reuse increases risk of failure or infection. Throw the foil
and used condom into a bin. Don't flush down the toilet.

o If you or your partner develop a rash or irritation, such as burning or itching,
discontinue use. If symptoms persist consult a doctor.

The device has not been subject to any Field Safety Notices or Corrective Actions.

4.5 Other relevant aspects of safety, including a summary of any field
safety corrective action (including Field Safety Notice) if applicable

No other relevant aspects of safety are applicable.

5 Summary of clinical evaluation and post-market clinical follow-up
51 Summary of clinical data related to equivalent device, if applicable

Not applicable - conformity of the device has not been assessed on the basis of equivalence.

5.2 Summary of clinical data from conducted investigations of the
device before the CE-marking, if applicable

Study reference: #06E2614 PH, April 10, 2007 (unpublished data).
Sponsor: SSL HEALTHCARE, France.
Conducted by DERMSCAN Group clinical testing centre, France.

Investigational devices: PERFORMA F0628AA (NRL condom with benzocaine) versus
NATURAL 10626AA (standard NRL condom).

Study dates: February 9, 2007 to March 30, 2007.

Objectives:

Primary: Clinical evaluation, under medical control, of the tolerance of a condom with
benzocaine versus standard condom after 2 weeks of use of each device.

Secondary: Subjective evaluation of the acceptability of a condom with benzocaine
versus standard condom, completed by subjects following each 2 week use period.

Endpoints:
Tolerance: Clinical examination and collection of signs reported by the subjects.

Cosmetic acceptability: Subjective evaluation questionnaire.

10
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Inclusion criteria:

Healthy, male' subjects between 18 and 65 years old.
Subject having given his/her informed, written consent.
Subject willing to cooperate and adhere with study protocol.

Subject usual user of condom and would commit to have at least one sexual relation
per week with use of condom.

50% of subjects with premature ejaculation (self-described).

50% without premature ejaculation (self-described).

Exclusion criteria:

Cutaneous pathology (skin condition) on the studied zone (eczema, etc.).

Use of topical or systemic treatment during the previous weeks liable to interfere
with the assessment of the cutaneous tolerance of the investigational product.

Subject enrolled in another clinical trial during the study period.

Enrolled subjects:

43 male subjects (44 enrolled) age 32 + 2 years (19 to 61 years old). One subject lost
to follow-up.

Methodology:

Open and intra-individual study. Condoms were used at least twice per week for 2

weeks per condom type. Subjects completed a daily log of condom use and tolerance.

Subijects returned to site following each 2-week period for clinical examination and to
complete a subjective evaluation questionnaire.

Results:

Under clinical examination, 2 subjects (4.6%) reported side effects: one experienced
slight burning sensation of the penis for 2 minutes following first use. The second
experienced slight stinging for 40 minutes following first use. Both were considered
possibly related by the study investigator but not clinically relevant.

No clinical, functional, or physical signs were observed during clinical examination of
the subjects. The investigator deemed the device tolerability to be very good.

Subijective tolerability responses included 2 subjects who reported irritation during the
study and one subject reporting discomfort with use of the PERFORMA condom. One
subject reported discomfort with use of the NATURAL condom.

Overall subjective acceptability responses included subjective agreement of condom
reliability (88%), ease of use (89%), suitable lubrication (86%) and prolonging the
duration of sexual relations (61%) with use of the PERFORMA condom.

" Male in this context, is in reference to sex, not gender.

11
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5.3 Summary of clinical data from other sources, if applicable

No clinical investigations have been identified on the device in the published clinical literature
or registries.

Individual medical case reports have been identified in the literature, relating to exceptional
cases of serious incidents in association with NRL condoms with silicone lubricant and
benzocaine, or similar devices. All reported cases relate to the known risk of allergic contact
dermatitis hypersensitivity reaction to benzocaine (Refer to case report references for further
detail; Ljubojevc et al 2018; Sharma et al. 2018; Foti et al. 2004; Muratore et al. 2008;
Placucci et al. 2006).

54 An overall summary of the clinical performance and safety

NRL condoms with silicone lubricant and benzocaine are based on well-established
technology and materials. Manufactured under legal manufacturer Reckitt, they have been
designed with the primary intended purpose as a contraceptive and for the prevention of the
transmission of STlIs. As an additional function they have also been designed to prolong the
duration of intercourse by delaying the time to ejaculation.

5.41 Clinical performance

The primary intended purpose of NRL condoms with silicone lubricant and benzocaine has
been demonstrated through conformity of the device to ISO 4074:2015: Natural rubber latex
male condoms - Requirements and test methods. This standard specifies the minimum
requirements for the manufacture and quality control of NRL male condoms, through stability
and finished product testing to confirm conformance with minimum acceptable quality limits.
NRL condoms with silicone lubricant and benzocaine have been shown to exceed these
requirements.

The additional function, to prolong the duration of intercourse by delaying ejaculation in users,
is delivered via the inclusion of 140mg of a semi-solid paste containing 5%, benzocaine
dosed inside the condom teat.

State of the Art review of the published literature has established that delaying ejaculation
may be desirable in a significant number of men, who report bother, annoyance or frustration
with perceived rapid ejaculation and associated sexual dissatisfaction, independent of any
formal diagnosis of premature ejaculation (Butcher et al., 2020, Martin-Tuite & Shindel,
2020). Topical anaesthetics such as benzocaine have a long history of use and are an
established therapeutic option for the purpose of penile desensitisation, and benzocaine
3.0% to 7.5% is specifically monographed for this indication by the US FDA under Code 21
of the Federal Regulations (CFR) number 348.10 on “Analgesic, aesthetic, and antipruritic
active ingredients”.

The acceptability of the NRL condoms with silicone lubricant and benzocaine has been
assessed via user perception and handling studies conducted by the current and previous
legal manufacturers, demonstrating that users find the use of the condoms acceptable and
perceive the benefit of the condoms for delaying ejaculation.

12
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54.2 Clinical safety

Clinical evaluation of in-use tolerance demonstrated the device was very well tolerated. The
study has been described in section 5.2 above.

In-use data on the device has been gathered through ongoing post-market surveillance and
post-market clinical follow-up activities, including monitoring of the reported clinical literature,
collation and analysis of reported adverse incidents, consumer complaints and other market
incidents, on a continual basis over the market history.

The post-market surveillance data supports that the clinical risk in relation to condom and
benzocaine use is low, with adverse incidents generally mild, non-serious and of short
duration; more serious incidents being very rare. Analyses of this data provides reasonable
assurance of the clinical safety of the device.

No adverse trends or unacceptable risks have been identified during ongoing post-market
surveillance/post-market clinical follow-up activities.

543 Overall benefit-risk

The clinical benefits of NRL condoms with silicone lubricant and benzocaine for their primary
intended purpose are clear and widely acknowledged. Male condoms are a well-established
technology with a long history of use, generally acknowledged as an important therapeutic
option for contraception and STI prevention. They are widely available with few risks or
contraindications, particularly in consideration to other therapeutic options, and, along with
female condoms, are the only therapeutic option that offers dual prevention of both
unplanned pregnancy and STIs.

It is generally acknowledged that male condoms, when used correctly and consistently are a
98% effective contraceptive over the course of a year, with a low rate of clinical failure (Festin,
2020). This being the case without the simultaneous use of other forms of contraception.

It is widely recognised that adequate access to effective contraception and STI prevention
methods, sexual and reproductive health education and services are essential to reduce the
economic and health burdens, and associated morbidity and mortality, of unplanned
pregnancy and transmission of STls worldwide. Given their dual benefits, male condoms play
a major role in the prevention strategy and as such they are widely recommended in national
and international clinical practice guidelines and by healthcare bodies and sexual health
organisations. Condom manufacturers, including Reckitt, healthcare providers and health
organisations work to improve sexual health education and access to services to drive
appropriate and consistent use of condoms.

On the basis of conformance with ISO 4074:2015, supported by the generally acknowledged
State of the Art and in-use post-marketing surveillance data, it can be concluded that NRL
condoms with silicone lubricant and benzocaine can deliver their primary intended clinical
benefits in terms of prevention of STIs and pregnancy when used consistently and correctly,
with the additional benefit of prolonging the duration of intercourse, due to the addition of
benzocaine.

13
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The risks of NRL condoms with silicone lubricant and benzocaine have been well-
characterised through:

e Generally acknowledged state of the art regarding known and foreseeable risks and
side effects

¢ Biological safety risk assessment considering suitability and biocompatibility of the
device raw materials and components

e Clinical evaluation and user testing considering user acceptability and tolerability

o Data gathered through post-market surveillance and post-market clinical follow-up
on the device in market.

The risks have been systematically assessed via a risk management process in accordance
with BS EN ISO 14971:2019+A11:2021. All risks have been evaluated for potential
occurrence and severity, and risk control measures introduced where necessary to reduce
risks as far as possible.

Residual risks have been considered in the risk management file for the device, in
accordance with 1ISO 14971:2019+A11:2021, and deemed to be acceptable. Instructions,
warnings and residual risk information are clearly presented on pack to allow appropriate
user selection, advise on the appropriate use of the device, highlight precautions needed,
and alert the user to warning signs and symptoms of an adverse reaction.

Given the low likelihood of occurrence of serious harms, the risks are deemed acceptable
when weighed against the benefits of the device and are compatible with a high level of
protection of health and safety of the user.

Taking into account the clinical evidence available, together with evaluation of the technical
documentation pertinent to the device, it can be concluded that the benefits associated with
the use of NRL condoms with silicone lubricant and benzocaine outweigh any risks to the
user.

5.5 Ongoing or planned post-market clinical follow-up

Ongoing post-market surveillance and post-market clinical follow-up activities are conducted
by the Legal Manufacturer in accordance with the appropriate quality management system
procedures compliant to BS EN ISO 13485:2016+A11:2021 and EU Medical Device
Regulation 2017/745, in order to continue to monitor the device in market for any adverse
trends. The data is used to continually update the technical documentation including the
device risk management, in accordance with ISO 14971:2019+A11:2021, and the Clinical
Evaluation Report in accordance with EU Medical Device Regulation Article 61 and Annex
XIV.

As an outcome of the review of technical and clinical data undertaken through clinical
evaluation of the device, no new risks or emerging trends have been identified with regards
to the clinical safety of the device and no inconsistencies, gaps or unanswered questions
have been determined with regards to clinical performance, safety or benefit-risk that need
to be addressed through post-market surveillance and post-market clinical follow-up
activities. With regards to the additional function of NRL condoms with silicone lubricant and
benzocaine, this is consistent with the generally acknowledged State of the Art and the

14
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available data is considered to demonstrate sufficient evidence of the additional function of
the benzocaine in the device.

However, to consider the additional benefits of the device further; a clinical study being
conducted on behalf of Reckitt is currently planned and will generate further clinical data of
the device’s clinical performance and safety in-use, as well as providing further data on the
delay of ejaculation.

6 Statistical analysis of condom failure rates
6.1 Device failure

Condoms are known to not be 100% effective against pregnancy or transmission of STIs: It
is generally acknowledged that male condoms are effective in the prevention of pregnancy
and STls when used consistently and correctly, with a 98% effectiveness rate when used as
intended (Festin, 2020).

Incidences of clinical failure of the device, including condom breakage or slippage during
sexual intercourse, are low, and are often related to user error or misuse. For a breakdown
of typical condom failure rates and STI transmission rates with condom use refer to Table 1
and table 3, for a breakdown of these failure rates for Durex NRL condoms with silicone
lubricant and benzocaine see table 2, while a breakdown of general failure rates can be found
in section 4.3. Further to the low failure rate, condoms are generally acknowledged to present
few contraindications or side effects, except allergic response to latex in sensitive users, but
severe allergic reaction is very rare, and the majority of side effects are transient cases of
minor irritation or discomfort. Condoms containing benzocaine are also considered safe
when used as intended with low incidence of benzocaine related adverse reactions.

Male condoms are a widely used, invasive prophylactic for STls and by this same physical
barrier form an effective contraceptive method against pregnancy, they are highly effective at
preventing the transfer of STls through bodily fluids typically found on the head of the penis.
They are less effective at preventing the transmission of STIs which can be transmitted
through contact with infected skin around or outside of the genital area not covered by the
condom sheath, such as genital herpes, warts, syphilis, pubic or body lice and scabies. For a
comparison of NRL condom efficacy in preventing transmission of STIs, see table 3.

Parasitic infections, such as scabies and pubic lice, can be transmitted through close physical
contact and sharing bedding, towels or clothing, but have also been associated with sexual
activity (CDC, 2015; Tai, 2020). Hence the use of condoms has no effect on the transmission
rate of these types of infections.

Both accidental pregnancy and STI transmission can also occur as a result of condom failure
(e.g., through breakage or slippage). Table 1 below demonstrates this by comparing
breakage and slippage rates seen in literature focusing on NRL condoms of various designs
form multiple different manufacturers. This data covers numerous studies conducted from
1997-2020 and demonstrates the acceptable failure rate of NRL condoms, using a variety of
NRL condom designs and manufacturers, and in doing so demonstrating ~2% to be the
typical failure rate of NRL condoms.

This level of performance and reliability is adhered to by the device in question, as
demonstrated the table below:
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Table 1: Clinical failure rates for NRL condoms
Study Clinical breakage Clinical slippage
Condom type tested
reference (%) 95% ClI (%) 95% CI
Rosenberg
and Waugh, Straight shaft condom | 0.28 0.15-0.48 0.63 0.42 -0.90
1997
Baggy condom 1.6 Not o 2.23 Not o
Macaluso et specified specified
al., 2000
Straight shaft condom | 1.2 Not o 3.53 Not o
specified specified
Wong et al., Various latex
2000 condoms 1.2 0.7-1.8 2.1 1.2-3.0
3.3 3.0-35
Not 0.42 - 0.90
Golombok et Straight shaft and (anal) specified (anal)
al., 2001 thick
’ Not Not
21-22 specified 24-25 specified
Bounds et al., Not Not
2002 Easy-on condom 35 specified | 12 specified
Steiner et al., . Not Not
2003 Thin, easy-on 1.2 specified 2.0 specified
Only Only
Anal sex specified for 03 specified for
. Unspecified latex 0.4 clinical ' clinical
Siegler 2019 condom failure failure
Vaginal sex | Not 08 Not
1.1 specified ' specified
Ting et al., Not Not
2019 Easy on condom 0.52 specified 1.04 specified
Nel et al., Easy-on condom 04 0.3to 1.1 3.6 -4.7t01.0
2020
- o - : o
AvETERE Clinical breakage (%) Clinical slippage (%)
1.41 1.95

In order to assess the performance of Durex NRL condoms, a clinical investigation was carried
out by Reckitt to evaluate the performance rate of natural rubber latex condoms of varying
thickness in healthy monogamous couples. Condoms of varying thicknesses had their
tolerance tested in over 225 couples.

The investigation gauged the performance of a range of Durex condoms. It was found that
over the course of the investigation the new variant was found to have clinical failure rate
(breakage or slippage) of around 2%, which is in line with other condoms currently on the
market.
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There were no serious adverse incidents reported throughout. In conclusion, the Durex NRL
lubricated condom were shown to be safe and well tolerated, and as effective as the two NRL
reference condoms.

This investigation demonstrated that Durex NRL condoms hold a similar level of reliability to
condoms from other manufacturers present on the market, as demonstrated by Table 1
showing typical clinical failure rate values.

6.2 Pregnancy prevention and condom use

While pregnancy rates for those using condoms differs between studies, condoms have an
inherent, albeit small, chance to break or slip, hence there is a low chance of clinical condom
failure. Condoms, when used correctly, are found to have a 2% failure rate. This means that
if 100 women were to use condoms (with no other form of contraception) for one year; 2 out
of 100 women may become pregnant (WHO, 2018).

Over the last several years hundreds of millions of units of Durex NRL condoms with silicone
lubricant and benzocaine have been shipped. During this time a number of incidents have
been reported relating to condom breakage/slippage, pregnancy and STI contraction, a
breakdown of which can be seen in table 2:

Table 2: Incidents reported per Durex condom sale

Incident reported Number of reports Ratio (per million)*
Condom breakage/slippage 118 0.150
Pregnancy 31 0.039
STI transmission 27 0.034

3*Ratios are calculated based upon sales figures and total number of reports received
between Jan2017-Dec2022
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6.3 STI transmission and condom use

The following table demonstrates the efficacy of male condoms in preventing STI

transmission.

Table 3: STI transmission rates with condom use

STI Study findings on condom efficacy Supporting G
study sample group
Highly preventable through condom use
Hughes et al 3,297 HIV
Reduced transmission by 78% 20192 7 | discordant
couples
HIV Reduced transmission by 80.2% with typical \ISV:\I/IiZI:::t From 14
use and 94.2% with perfect use 2002 Y. different studies
. 45,615 HIV
. Liu et al., )
Reduced transmission by 80-90% 2014 discordant
couples
Significantly reduced transmission (OR =
- 59, = _
0.71; 5% C1 = 0.53 - 0.94) Ahmed et al.. 17,?64 sexually
2001 active
Inconsistent condom use associated with individuals
increases transmission risk
929 clinic
Chlamvdia Condoms used correctly and consistently Crosby et al., | attendees,
yd reduce risk by 59% 2012 tested negative
at baseline
Chlamydia infection significantly associated
with not using a condom during the last .
: . Matteelli et
sexual intercourse (p=0.048) and irregular 2,718 students
. . al., 2016
use of condoms in the 6 months prior to the
survey (p=0.002).
Significantly reduced transmission (OR = Ahmed et al., ;Z,f/? sexually
0.71; 05% Cl = 0.53 - 0.94) 2001 oo
individuals
Rates of syphilis increased over the study-
. : N : 293 HIV
. period, with a significant linkage between Braun et al., .
Syphilis ) o . infected
increasing incidence and imperfect condom | 2014 oo
individuals
use.
Patients who always use a condom reduced Luo et al 1,113 patients
the risk of failure or reinfection by 72% N being treated
. . 2017 o
compared with patients who for syphilis
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STI Study findings on condom efficacy Supporting G
study sample group
never use a condom (AOR, 0.28; 95% CI
0.08-0.75; p = 0.02).
Significantly reduced transmission (OR = Ahmed et al., ;Z,f/? sexually
0.71; 05% Cl = 0.53 - 0.94) 2001 oo
individuals
In men reporting one or more event of
breakage/slippage, 25.4% tested positive for | Crosby et al., | 412 young
Gonorrhoea gonorrhoea. In men not reporting 2014 males*
breakage/slippage, 17.2% tested positive.
Infection rates for consistent condom users
lower for men and women for: gonorrhoea Shlay et al., 126,220 patient
(AOR, 0.87 and 0.71 2004 visits
respectively).
929 clinic
Condoms used correctly and consistently Crosby et al., | attendees,
reduce risk by 59% 2012 tested negative
at baseline
Reduction in STl rates associated with
condom use: lab-confirmed STI was 6.21 Masese et .
. . ) . 451 females
. . times more likely if vaginal sex took place al., 2017
Trichomoniasis )
without a condom.
Significantly decreased risk of
trichomoniasis infection. 917 female* sex
Sanchez et workers at STI
Trichomonas infection declined from 3.5% to | al., 2003 clinic
0.5% with sex education and consistent n!
condom use.
400 female* sex
T-cell The adjusted OR for association of Sanchez et workeljs
lymphocytic virus | consistent condom use with HTLV-I attending an
al., 1998 ST clinic

type 1 (HTLV-1)

antibody was 0.3 (95% CI, 0.1-0.8, p=0.02).

Less preventable through condom use

Herpes simplex
virus (HSV) types
1and 2

Condoms reduced transmission rates of
HSV-2: male* to female* by 96% and
female* to male* by 65%

Magaret et
al., 2016

911 HSV-2 and
HIV-1
discordant
couples
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Male condoms appeared to protect against
BV occurrence, but not BV recurrence.

STI Study findings on condom efficacy Supporting G
study sample group
30% lower risk of HSV-2 transmission Martin etal., | 5384 HSV-2
with consistent condom use. 2009 negative people
Rate of HSV-2 transmission decreased with | Tobian et al.,
6,396 men
condom use. 2009
Pairs who always used condoms with
previous partners were 27% less likely to
0, o/ _ 0,
have HPV (95% ClI, 9% - 42%). Burchell et .
al. 2014 482 Pairs
Pairs who had used condoms consistently v
with previous partners had a lower
prevalence of HPV in current partnerships
Four studies showed significantly protective
Human effect of consistent condom use on HPV
papillomavirus infection and on regression of cervical Participants of 8
. Lam et al.,
(HPV) neoplasia separate
2014 .
studies
Four studies: Protective effect observed but
not significant
In men who reported >1 partner, always
using condoms was strongly and Nielson et al
significantly associated with reduced HPV 2010 7 | 463 men
detection (adjusted OR, 0.22; 95% Cl,
0.08-0.59).
Consistent condom use associated with
decrease in risk (AOR = 0.55: 95% CI = Hutchinson 871 women at
0.35 — 0.88) for bacterial vaginosis and et al., 2007 high risk of STI
associated vaginal microflora.
Patients that had previously used no 400 women
protection had a BV cure rate of 98.2% after | Thulkar et al., .
. e with recurrent
. consistent condom use with significant post- | 2010 .
Bacterial . vaginitis
L treatment difference (P<0.001)
vaginosis (BV)
Adjusted 6-month prevalence ratio
comparing consistent to inconsistent
condom use: 0.99 (95% CI: 0.85-1.13) for Yotebieng et 563 women
women with BV at baseline 0.62 (95% CI: al 20099 with BV at
0.30-0.94) for women with BV at baseline. v baseline

* Male/female in this context, is in reference to sex, not gender.
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7 Possible diagnostic or therapeutic alternatives

Condoms, both male and female, are the only dual method effective for both prevention of
pregnancy and protection from the majority of STls. Both are well-established and require no
prescription, although female condoms are less widely available, more expensive than male
condoms, and clinical data on their performance is more limited.

The extensive research into male condoms has established their performance and benefits
for contraception and prevention of STIs and HIV when used consistently and correctly and
their use is widely advocated by health and governmental organizations (WHO 2019, 20203,
2020Db).

For the prevention of pregnancy, a variety of contraceptive methods are available, including
the oral contraceptive pill, long-acting reversible contraceptives such as Intrauterine Devices,
injectables, and sterilization, most of which have a good clinical evidence-base and have been
in widespread use for years.

All contraceptives are associated with some degree of side effects. Generally, the most
common side effects are considered to be manageable, though there may rarely be more
serious health risks for some methods that should be taken into consideration for certain users.

Contraceptive choice should be considered with regards to the user’s lifestyle preferences and
risk factors.

Numbing agents like benzocaine have a long history of use and are recommended by medical
associations as a treatment option for helping to delay ejaculation, by reducing sensitivity of
the penis (Hatzimouratidis et al., 2018). Various alternative topical anesthetic preparations are
available. These condoms are not intended to treat diagnosed premature ejaculation.

8 Suggested profile and training for users

The device is intended for use by sexually active individuals. Advice and instructions for use
are presented on the product labelling to aid the user in appropriate selection, donning and
use of the condom. No specialist training is required.
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9 Reference to any harmonised standards and guidance applied

Table 4: List of applicable references

Reference Title

Applicable legislative acts

Medical Device Regulation EU REGULATION (EU) 2017/745 OF THE EUROPEAN
2017/745 PARLIAMENT AND OF THE COUNCIL of 5 April 2017 on
medical devices

Applicable standards

BS EN ISO Medical devices — Quality management systems
13485:2016+A11:2021 Requirements for regulatory purposes.

BS EN ISO Medical devices — Application of risk management to
14971:2019+A11:2021 medical devices.

BS EN ISO 15223-1:2021 Medical devices — Symbols to be used with information to be

supplied by the manufacturer — Part 1: General
requirements.

BS EN ISO 4074:2015 Natural latex rubber male condoms — Requirements and
Test Methods

BS EN ISO 20417:2021 Medical Devices — Information to be supplied by the
manufacturer.

BS EN ISO 10993-1: 2020 Biological evaluation of medical devices. Evaluation and
testing within a risk management process

BS EN ISO 10993-5: 2009 Biological evaluation of medical devices. Tests for in vitro
cytotoxicity

ISO 10993-10: 2021* Biological evaluation of medical devices. Tests for skin
sensitization

BS EN ISO 10993-11: 2018 Biological evaluation of medical devices. Part 11: Tests for
systemic toxicity

BS EN ISO 10993-17: 2009 Biological evaluation of medical devices. Part 17: Tests for
allowable limits for leachable substances

BS EN ISO 10993-18: 2020 Biological evaluation of medical devices. Part 18: Chemical

characterization of medical device materials within a risk
management process.

BS EN ISO 10993-23:2021* Biological evaluation of medical devices - Part 23: Tests for
irritation

BS EN 62366-1:2015 +A1:2020 Medical Devices. Application of usability engineering to
medical devices

ISO 14155:2020 Clinical investigation of medical devices for human subjects
— Good Clinical Practice

Guidance

ICH Q1A (R2) Stability testing of new drug substances and drug products
PD ISO/TR 24971:2020 Medical devices. Guidance on the application of BS EN ISO
MEDDEYV 2.7/1 rev.4 1C£I1|Sr31|7c1al Evaluation Reports for Medical Devices

MEDDEYV 2.12/1 rev.8 Vigilance system (2019) — Additional guidance

MDCG 2020-5 April 2022 Guidance on borderline between medical devices and

medicinal products under regulation (EU) 2017/745 on
medical devices

MDCG 2020-6 April 2020 Clinical evidence needed for medical devices previously CE
marked under Directives 93/42/EEC or 90/385/EEC. A guide
for manufacturers and notified bodies

MDCG 2020-7 April 2020. Post-market clinical follow-up Plan Template. A guide for
manufacturers and notified bodies
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MDCG 2020-8 April 2020 Post-market clinical follow-up Evaluation Report Template. A
guide for manufacturers and notified bodies

MDCG 2019-9 August 2019 Summary of safety and clinical performance. A guide for
manufacturers and notified bodies

MDCG 2021-24 October 2021 Guidance on classification of medical devices

MDCG 2021-25 October 2021 Regulation (EU) 2012/745 — application of Medical Device
Regulation requirements to “legacy devices” and to devices
on the market prior to 26 May 2021 in accordance with
Directives 90/385/EEC or 93/42/EEC

* Biocompatibility studies for irritation and sensitisation were conducted according to BS EN
ISO 10993-10:2013, the ISO Standard applicable at the conducting laboratory at the time the
studies were conducted. A gap analysis has been performed and the biocompatibility studies
are also compliant with the current ISO standards: ISO 10993-10:2021 Biological evaluation
of medical devices — Part 10: Tests for skin sensitization AND ISO 10993-23:2021 Biological
evaluation of medical devices — Part 23: Tests for irritation.

23



Summary of Safety and Clinical Performance for:
NATURAL RUBBER LATEX CONDOMS WITH SILICONE LUBRICANT AND BENZOCAINE

Version 1.0

10 References

Ahmed S, Lutalo T, Wawer M, Serwadda D, Sewankambo NK, Nalugoda F, Makumbi F,
Wabwire-Mangen F, Kiwanuka N, Kigozi G, Kiddugavu M, Gray R. HIV incidence and
sexually transmitted disease prevalence associated with condom use: a population study in
Rakai, Uganda. AIDS. 2001; 15(16): 2171-2179.

Bounds W, Molloy S, Guillebaud J. Pilot study of short-term acceptability and breakage and
slippage rates for the loose-fitting polyurethane male condom eZ:-on™ bi-directional: a
randomized cross-over trial. The European Journal of Contraception & Reproductive Health
Care. 2002; 7: 71 - 78.

Braun DL, Kouyos R, Ghenzi R, et al. Increasing Rates of STl are Linked to Reduced Condom
Use in Patients with Primary HIV-1 Infection. Conference on Retroviruses and Opportunistic
Infections, 2014.

Burchell A, Rodrigues A, Moravan V, Tellier P, Hanley J, Coutlée F, Franco E. Determinants
of prevalent human papillomavirus in recently formed heterosexual partnerships: a dyadic-
level analysis. J Infect Dis. 2014; 210(6): 846-852.

Butcher MJ, Zubert T, Christiansen K, Carranza A, Pawlicki P, Seibel S. Topical Agents for
Premature Ejaculation: A Review. Sex Med Rev. 2020; 8(1):92-99. doi:
10.1016/j.sxmr.2019.03.003.

Centers for Disease Control and Prevention (CDC). CDC 2015 Sexually Transmitted Diseases
Treatment Guidelines. https://www.cdc.gov/std/tg2015/default.htm; accessed 16 March
2021.

Crosby RA, Charnigo RA, Weathers C, Caliendo AM, Shrier LA. Condom effectiveness
against non-viral sexually transmitted infections: a prospective study using electronic daily
diaries. Sex Transm Infect. 2012; 88(7): 484-9. doi: 10.1136/sextrans-2012-050618.

Crosby RA, Milhausen RR, Sanders SA, Graham CA, Yarber WL. Condoms are more effective
when applied by males: a study of young black males in the United States. Ann Epidemiol.
2014; 24(11): 868-70. doi: 10.1016/j.annepidem.2014.07.017.

Festin MPR. Overview of modern contraception. Best Pract Res Clin Obstet Gynaecol. 2020;
66:4-14. doi: 10.1016/j.bpobgyn.2020.03.004.

Foti et al. Allergic contact dermatitis to condoms: Description of a clinical case and analytical
review of current literature. Immunopharmacology and Immunotoxicology. 2004; 26(3):481-
485

Golombok S, Harding R, Sheldon J. An evaluation of a thicker versus a standard condom with
gay men. AIDS. 2001; 15(2): 245-50. doi: 10.1097/00002030-200101260-00015.

Hatzimouratidis K, Giuliano F, Moncada |, Muneer A, Salonia A, Verze P. European
Association of Urology (EAU) Guidelines on Male Sexual Dysfunction: Erectile Dysfunction
and Premature Ejaculation. 2018; https://uroweb.org/wp-content/uploads/EAU-Pocket-
Guidelines-Male-Sexual-Dysfunction-2019.pdf. Accessed May 2021.

24



Summary of Safety and Clinical Performance for:
NATURAL RUBBER LATEX CONDOMS WITH SILICONE LUBRICANT AND BENZOCAINE

Version 1.0

Hughes JP, Baeten JM, Lingappa JR, Magaret AS, Wald A, de Bruyn G, Kiarie J, Inambao M,
Kilembe W, Farquhar C, Celum C; Partners in Prevention HSV/HIV Transmission Study
Team. Determinants of per-coital-act HIV-1 infectivity among African HIV-1-serodiscordant
couples. J Infect Dis. 2012; 205(3): 358-65. doi: 10.1093/infdis/jir747.

Hutchinson KB, Kip KE, Ness RB. Condom use and its association with bacterial vaginosis
and bacterial vaginosis-associated vaginal microflora. Epidemiology. 2007; 18(6): 702-8. doi:
10.1097/EDE.Ob013e3181567eaa.

Lam JU, Rebolj M, Dugué PA, Bonde J, von Euler-Chelpin M, Lynge E. Condom use in
prevention of Human Papillomavirus infections and cervical neoplasia: systematic review of
longitudinal studies. J Med Screen. 2014; 21(1):38-50. doi: 10.1177/0969141314522454.

Liu H, Su Y, Zhu L, Xing J, Wu J, Wang N. Effectiveness of ART and condom use for
prevention of sexual HIV transmission in serodiscordant couples: a systematic review and
meta-analysis. PLoS One. 2014; 9(11): e111175. doi: 10.1371/journal.pone.0111175.

Ljubojevic et al. Erythema of the penis after use of a latex condom latex allergy or something
else? Contact Dermatitis. 2018; 78(2):168-169. DOI:10.1111/cod.12879.

Luo Z, Zhu L, Ding Y, Yuan J, LiW, Wu Q, Tian L, Zhang L, Zhou G, Zhang T, Ma J, Chen Z,
Yang T, Feng T, Zhang M. Factors associated with syphilis treatment failure and reinfection:
a longitudinal cohort study in Shenzhen, China. BMC Infect Dis. 2017; 17(1): 620. doi:
10.1186/s12879-017-2715-z.

Macaluso M, Blackwell R, Carr B, Meinzen-Derr J, Montgomery M, Roark M, Lynch M, Stringer
EM. Safety and acceptability of a baggy latex condom. Contraception. 2000; 61(3): 217-23.
doi: 10.1016/s0010-7824(00)00097-4.

Magaret AS, Mujugira A, Hughes JP, Lingappa J, Bukusi EA, DeBruyn G, Delany-Moretlwe
S, Fife KH, Gray GE, Kapiga S, Karita E, Mugo NR, Rees H, Ronald A, Vwalika B, Were E,
Celum C, Wald A; Partners in Prevention HSV/HIV Transmission Study Team. Effect of
Condom Use on Per-act HSV-2 Transmission Risk in HIV-1, HSV-2-discordant Couples. Clin
Infect Dis. 2016; 62(4): 456-61. doi: 10.1093/cid/civ908.

Martin ET, Krantz E, Gottlieb SL, Magaret AS, Langenberg A, Stanberry L, Kamb M, Wald A.
A pooled analysis of the effect of condoms in preventing HSV-2 acquisition. Arch Intern Med.
2009; 169(13): 1233-40. doi: 10.1001/archinternmed.2009.177.

Martin-Tuite P, Shindel AW. Management Options for Premature Ejaculation and Delayed
Ejaculation in Men. Sex Med Rev. 2020 Jul;8(3):473-485. doi: 10.1016/j.sxmr.2019.09.002.
Epub 2019 Oct 23. PMID: 31668585.

Masese LN, Wanje G, Kabare E, Budambula V, Mutuku F, Omoni G, Baghazal A, Richardson
BA, McClelland RS. Screening for Sexually Transmitted Infections in Adolescent Girls and
Young Women in Mombasa, Kenya: Feasibility, Prevalence, and Correlates. Sex Transm
Dis. 2017; 44(12): 725-731. doi: 10.1097/0LQ.0000000000000674.

Matteelli A, Capelli M, Sulis G, Toninelli G, Carvalho ACC, Pecorelli S, Caruso A, Bonfanti C,
Gargiulo F, Donato F; (on behalf of the Clamigon Study Group). Prevalence of Chlamydia
trachomatis and Neisseria gonorrhoeae infection in adolescents in Northern Italy: an

25



Summary of Safety and Clinical Performance for:
NATURAL RUBBER LATEX CONDOMS WITH SILICONE LUBRICANT AND BENZOCAINE

Version 1.0

observational school-based study. BMC Public Health. 2016;16:200. doi: 10.1186/s12889-
016-2839-x.

Muratore et al. Contact allergy to benzocaine in a condom. Contact Dermatitis. 2008; 59: 173-
174. https://doi.org/10.1111/j.1600-0536.2008.01359.x

Nielson CM, Harris RB, Nyitray AG, Dunne EF, Stone KM, Giuliano AR. Consistent condom
use is associated with lower prevalence of human papillomavirus infection in men. J Infect
Dis. 2010; 202(3):445-51. doi: 10.1086/653708.

Placucci et al. Sensitization to benzocaine on a condom. Contact Dermatitis. 1996;
34(4):293 DOI:10.1111/j.1600-0536.1996.tb02203.x

Rosenberg MJ, Waugh MS. Latex condom breakage and slippage in a controlled clinical trial.
Contraception. 1997; 56: 17-21. DOI: 10.1016/S0010-7824(97)00069-3.

Sharma, A., et al., Desire for lasting long in bed led to contact allergic dermatitis and
subsequent superficial penile gangrene: a dreadful complication of benzocaine-containing
extended-pleasure condom. Case Reports, 2018. 2018: p. bcr-2018-227351.

Shlay JC, McClung MW, Patnaik JL, Douglas JM Jr. Comparison of sexually transmitted
disease prevalence by reported level of condom use among patients attending an urban
sexually transmitted disease clinic. Sex Transm Dis. 2004; 31(3):154-60. doi:
10.1097/01.0lq.0000114338.60980.12.

Siegler AJ, Rosenthal EM, Sullivan PS, Christina Mehta C, Moore RH, Ahlschlager L, Kelley
CF, Rosenberg ES, Cecil MP. Levels of clinical condom failure for anal sex: A randomized
cross-over trial. EClinicalMedicine. 2019; 17:100199. doi: 10.1016/j.eclinm.2019.10.012.

Steiner MJ, Dominik R, Rountree RW, Nanda K, Dorflinger LJ. Contraceptive effectiveness of
a polyurethane condom and a latex condom: a randomized controlled trial. Obstet Gynecol.
2003 Mar;101(3):539-47. doi: 10.1016/s0029-7844(02)02732-1.

Tai DBG, Abu Saleh O, Miest R. Genital nodular scabies. IDCases. 2020; 22: e00947. doi:
10.1016/j.idcr.2020.e00947 .

Thulkar J, Kriplani A, Agarwal N, Vishnubhatla S. Aetiology & risk factors of recurrent vaginitis
& its association with various contraceptive methods. Indian J Med Res. 2010; 131:83-7.

Tobian AA, Charvat B, Ssempijja V, Kigozi G, Serwadda D, Makumbi F, Iga B, Laeyendecker
O, Riedesel M, Oliver A, Chen MZ, Reynolds SJ, Wawer MJ, Gray RH, Quinn TC. Factors
associated with the prevalence and incidence of herpes simplex virus type 2 infection among
men in Rakai, Uganda. J Infect Dis. 2009; 199(7): 945-9. doi: 10.1086/597074.

Weller S, Davis-Beaty K. Condom effectiveness in reducing heterosexual HIV transmission.
Cochrane Database Syst Rev. 2002; (1): CD003255. doi: 10.1002/14651858.CD003255.

Wong ML, Chan RK, Koh D, Wee S. A prospective study on condom slippage and breakage
among female brothel-based sex workers in Singapore. Sex Transm Dis. 2000; 27(4):208-
14. doi: 10.1097/00007435-200004000-00005.

World Health Organization (WHO), Fact sheet: family planning/contraception methods. June
2020a: http://www.who.int/mediacentre/factsheets/fs351/en/. Accessed 14 March 2021.

26



Summary of Safety and Clinical Performance for:
NATURAL RUBBER LATEX CONDOMS WITH SILICONE LUBRICANT AND BENZOCAINE

Version 1.0

World Health Organization (WHO), Fact Sheet: HIV/AIDS. 6 July 2020b.
https://www.who.int/news-room/fact-sheets/detail/hiv-aids. Accessed 14 March 2021.

World Health Organization (WHO), Fact Sheet: sexually transmitted infections (STls). 14 June
2019. https://lwww.who.int/news-room/fact-sheets/detail/sexually-transmitted- infections-
(stis) Accessed 14 March 2021.

World Health Organization Department of Reproductive Health and Research (WHO/RHR)
and Johns Hopkins Bloomberg School of Public Health/Center for Communication Programs
(CCP), Family planning: a global handbook for providers (2018 update). 2018, Baltimore and
Geneva: WHO and CCP. 442.

Yotebieng M, Turner AN, Hoke TH, Van Damme K, Rasolofomanana JR, Behets F. Effect of
consistent condom use on 6-month prevalence of bacterial vaginosis varies by baseline BV
status. Trop Med Int Health. 2009; 14(4): 480-6. doi: 10.1111/j.1365-3156.2009.02235.x.

1 Revision history
SSCP revision Date Issued o Revision validated by
number Change description the Notified Body
V1 May 2023 | SSCP has been prepared as [No]

new requirement for class Il
devices under Medical Device
Regulation. This SSCP refers to | language: English
NRL condoms with silicone
lubricant and benzocaine
manufactured by Reckitt.

Validation

27



	1 Device identification and general information
	1.1 Device trade name(s)
	1.2 Manufacturer’s name and address
	1.3 Manufacturer’s single registration number (SRN)
	1.4 Basic UDI-DI
	1.5 Medical device nomenclature description / text
	1.6. Class of device
	1.7. Year when the first certificate (CE) was issued covering the device
	1.8. Authorised representative if applicable; name and Single RegistrationNumber
	1.9. Notified Body’s name and single identification number

	2 Intended use of the device
	2.1 Intended purpose
	2.2 Indication(s) and target population(s)
	2.3 Contraindications and/or limitations
	2.3.1 Contraindications
	2.3.2 Limitations


	3 Device description
	3.1 A description of the device
	3.2 A reference to previous generations or variants if such exist, and adescription of the differences
	3.3 Description of any accessories intended to be used in combinationwith the device
	3.4 Description of any other devices and products which are intendedto be used in combination with the device

	4 Risks and warnings
	4.1 Residual risks and undesirable effects
	4.2 Description of residual risks and undesirable effects
	4.2.1 Undesirable side-effects
	4.2.2 Device failure
	4.2.3 Latex allergy
	4.2.4 Benzocaine allergy
	4.2.5 Methemoglobinemia
	4.2.6 Choking on condom

	4.3 Quantitative data
	4.4 Warnings and precautions
	4.5 Other relevant aspects of safety, including a summary of any fieldsafety corrective action (including Field Safety Notice) if applicable

	5 Summary of clinical evaluation and post-market clinical follow-up
	5.1 Summary of clinical data related to equivalent device, if applicable
	5.2 Summary of clinical data from conducted investigations of thedevice before the CE-marking, if applicable
	5.3 Summary of clinical data from other sources, if applicable
	5.4 An overall summary of the clinical performance and safety
	5.4.1 Clinical performance
	5.4.2 Clinical safety
	5.4.3 Overall benefit-risk

	5.5 Ongoing or planned post-market clinical follow-up

	6 Statistical analysis of condom failure rates
	6.1 Device failure
	Table 1: Clinical failure rates for NRL condoms

	6.2 Pregnancy prevention and condom use
	Table 2: Incidents reported per Durex condom sale

	6.3 STI transmission and condom use
	Table 3: STI transmission rates with condom use


	7 Possible diagnostic or therapeutic alternatives
	8 Suggested profile and training for users
	9 Reference to any harmonised standards and guidance applied
	Table 4: List of applicable references

	10 References
	11 Revision history



