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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
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Introduction

Sex toys are produced, marketed and sold in most countries in the world. These products are in touch
with physically sensitive parts of the body. It may be embarrassing for the users to report issues
concerning these products. Creating an international standard for sex toys regarding design, materials
and user information would help both user, producers and re-sellers to make sure that the sex toys on
the market are safe to use and that the user has enough information on how to use them correctly.

This document aims to ensure that the design of sex toys minimizes the risk of injuries to the user for
reasonable and foreseeable use, that the materials are safe to use in contact with genitalia, the anus or
both, and also that there is sufficient and correct information provided to the user.

The requirements in this document are intended for manufacturers of sex toys. However, [all parties in
the sypply chain may benefit from using this document as guidance.

© IS0 2021 - All rights reserved v


https://standardsiso.com/api/?name=b9f8e87996de48bdde28fd4d61f91c71



https://standardsiso.com/api/?name=b9f8e87996de48bdde28fd4d61f91c71

INTE

RNATIONAL STANDARD ISO 3533:2021(E)

Sex toys — Design and safety requirements for products in
direct contact with genitalia, the anus, or both
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$0 Online browsing platform: available at https://www.iso.org/obp

nufactured prnr]nrfc intended for sexualuse

locument covers only manufactured products that are intended to come in ditect
ls and/or the anus.

document is not primarily intended for products classified as medical -devices,
ive products for example lubricants, massage oil.

ormative references

bllowing documents are referred to in the text in such a“way that some or all of
tutes requirements of this document. For dated referénces, only the edition cited
ed references, the latest edition of the referenced document (including any amendmg

D00, Graphical symbols for use on equipment — Registered symbols

D10, Graphical symbols — Safety colours and safety signs — Registered safety signs

erms and definitions

e purposes of this document, the-fellowing terms and definitions apply.

contact with

rosmetics or

their content
applies. For
ents) applies.

1d IEC maintain terminology‘databases for use in standardization at the following addresses:

C Electropedia: available at https://www.electropedia.org/

facturedproduct intended for sexual stimulation or to enhance sexual pleasure

to entry: Excluded: products classified as medical devices, cosmetics or assistive products
hnts massage oil, intimate gels/sprays, and food supplements.

; for example,

3.2
inten

ded use

use for which a product is intended according to the specifications, instructions, and information
provided by the manufacturer (3.4)

[SOURCE: ISO 14971:2019, 3.6 — modified, process and service deleted, alternative term deleted]

3.3
risk

combination of the probability of occurrence of harm and the severity of that harm

[SOURCE: ISO/IEC Guide 51:2014, 3.9]
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3.4

manufacturer

natural or legal person who manufactures or fully refurbishes a device or has a device designed,
manufactured, or fully refurbished, and markets that device under its name or trademark

Note 1 to entry: Using a third party or subcontractor does not reduce the legal responsibilities of the manufacturer,
nor does it move legal responsibilities to the third party or subcontractor.

Note 2 to entry: Importing a product constitutes the same legal responsibility as of a manufacturer.

3.5

sharp edge
accessible edge of a sex toy (3.1) which presents an unreasonable risk of injury during intended usé (3.2)
and reasonally foreseeable misuse (3.6)

[SOURCE: ISQ 8124-1:2018, 3.33 — modified, sex toy, intended and misuse updated, hazardots deleted]

3.6
reasonably foreseeable misuse
use of a profluct in a way not intended by the manufacturer (3.4) but which €an result from readily
predictable juman behaviour

Note 1 to entrfy: Reasonably foreseeable misuse can be intentional or unintentignal.
[SOURCE: ISQ 14971:2019, 3.15 — modified, system deleted, note 1.to'entry deleted]

3.7
foreseeable|use
use of a progluct that is capable of being known or anticipated in advance based on a manufacturer’s
(3.4) best knpwledge about the product

[SOURCE: ISQ 10377:2013, 2.6 — modified, supplier!s.is changed to manufacturer’s]

4 Generdl requirements for risk management

4.1 Genenal

The safety off{the product shall be asséssed based on a risk analysis identifying potential risks asso¢iated
with the intgnded use of the product, from the design phase until disposal of the product.

The risk analysis process:sshall include:
— Risk assgssment

— Documeptation-of the risk assessment

— Periodic 1 roviews

— Post market control

Guidance on risk analysis is described in Annex A.

4.2 Risk analysis process

The manufacturer shall establish, document, and maintain throughout the product's lifecycle an
ongoing process for identifying hazards associated with a sex toy, estimating, and evaluating the
associated risks, controlling these risks, and monitoring the effectiveness of the risk controls in the
post-market phase.

2 © IS0 2021 - All rights reserved
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A risk management and analysis process can be part of the quality management system. This enables
early detection of potential risks associated with the product, its intended use and reasonably
foreseeable misuse.

4.3 Risk assessment

The manufacturer shall document any known or foreseeable hazards, or misuse associated with
a sex toy. A risk estimation is performed for each hazardous situation identified. For each identified
hazardous situation, the associated risk(s) shall be estimated using available information or data. For
hazardous situations for which the probability of the occurrence of harm cannot be estimated, the
possible consequences shall be listed for use in risk evaluation and risk control. The result of these
activifies shall be documented.

Each fisk evaluation shall be reviewed periodically, based on user feedback, post-niarKet surveillance
and new scientific literature. Any modification or change to the product requiresamnew rigk evaluation.

The manufacturer shall ensure that the person or team performing the risk assessment are competent
to do fo.

4.4 |Post-market control

reviey information about the sex toy in the production and the post-market phases. Thi$ enables the

The L1::3r1ufacturer shall establish, document, and maintain<aysystem to collect and| periodically
manulfacturer to conduct field corrective actions on individual production batches, if required.

Contihuous assessment of product safety can be doneia customer feedback. The data c3n be used to
further improve the products, relating to, for example'material and design safety.

5 Design requirements

5.1 |General

All prjoducts shall be designed based on the intended use. As an integrated part of the defign process,
requifement specifications andTisk assessment procedures shall be conducted to preventany harm.

NOTE Design includes allyaspects of the product including, shape, size, materials, packaging, and user
information.

5.1.1| Anal use preducts

Prodycts used on or in the anus, shall be designed so that the risk of retaining the produ¢t in the anal
canalfor rectum is minimized. They shall be designed with considerations based on the normal anatomy

and physiology of the human anus and rectum. See Annex B for guidance.
If the IS i . e i be preferred

over methods requiring medical expertise.

NOTE In case medical expertise is needed to extract retained objects or products, a common problem is that
they cannot be grasped with fingers or instruments generally used for anal or rectal medical procedures.

5.2 Mechanical hazards

5.2.1 Prevention of retention

Manufacturers shall conduct a risk assessment, including considering anatomical design consideration
described in Annex B, to find appropriate means of mitigation of the risk of retention the vagina, anus,
rectum, or urethra. This shall be confirmed by using, as appropriate, references to relevant clinical
and/or scientific literature in addition to requirements in this document.

© IS0 2021 - All rights reserved 3
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5.2.1.1 Anal use products

A sex toy shall have sufficient mechanisms and design features to prevent them from being inserted
further than intended to prevent retention in the anus or rectum during its intended use. The
effectiveness of these design features shall be tested and documented. The flexibility of the product and
the base-to-neck ratio should be considered.

EXAMPLE1  Anal plugs, anal beads, anal dildos.

Medium and large products shall have design features making it possible for medical professionals
to extract if retained, by using tools and instruments commonly used for medical procedures. See

Table B.2.

EXAMPLE 2 | Loops, strings, or accessible edges.

5.2.1.2 Nojn-anal use products

Sex toys not Intended for anal use, but which can be misused as such, shall have cleafinformationfin the
user informdtion of the intended purpose and how not to use the product.

Manufacturdrs should consider adding design features making retrieval possible for foreseeabl¢ anal
retention.

5.2.2 Products for genital enclosure

A sex toy intlended for enclosing genitals for example, penile rigidity ring, chastity devices, etc.| shall
be safely removable by the user. If genitals are trapped and thé’user unable to remove the devide, the
material str¢gngth (hardness) and the dimensions of the enclosing part shall allow safe removal with
common household tools such as pliers. They shall not regiire the use of power tools for removal,

5.2.3 Movjng and removable parts

If the produdt is designed with removable parts'which may pose a risk when not properly fixed if shall
have a lockirjg mechanism which ensures that'the parts stay in place during use and are only released
when unlockied.

EXAMPLE Sex machine with replacdeable dildos, battery compartments.

5.3 Vibration

Hazards to the user from¢yibration shall be assessed in the risk analysis.

Manufacturdrs shalllevaluate any vibration from powered sex toys in the intended environmeng(s) of
use.

Mains poweféd)products shall include an automatic time limit or clearly state maximum time of

duration of use.

NOTE
ISO 5349-2, 1S

020643.

5.4 Electrical safety

Manufacturers can consider standards relating to the effects of vibration, for example ISO 5349-1,

The manufacturer shall consider the electrical safety of the product during the design phase, based on
intended use and reasonably foreseeable misuse.

This includes the charger and charging of the product.

© ISO 2021 - All rights reserved
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5.4.1 Electrical stimulation

Products intended to stimulate genitals via electric impulses shall be risk assessed by qualified third
party and deemed safe to use.

NOTE A qualified third party can be a certified laboratory.

5.5 Surface temperature

For products with surface heating features, the risk analysis shall identify hazards and evaluate the

risks associated with the surface temperature of parts which come into contact with the human body
duripn’ thaintandaod nica

trre-rrrcerreretr oot

The rIaximum surface temperature should not exceed 41 °C and shall never exceed 48 9C.
NOTE ISO 13732-1 states thresholds for burn.

The NWeating element shall be designed so it automatically turns off before,the temperature of the
surfage exceeds 48 °C, taking into account temperature inertia.

The manufacturer should take into account a reasonable ambient temperature up to 30 |°C and if the
prodyct is intended to be used internally or externally.

5.6 ([Design requirement for wireless remote-controlled products

For apy remote-controlled product, the unit that is in touch with the body shall have a clegr and simple
way tp turn it off.

5.7 |Surfaces, corners, edges, and protruding parts

If not|required for the intended function ofthe product, all accessible parts intended to pe in contact
with genitalia, the anus, or both shall be smooth and be free from burrs and sharp edges.

NOTE See ISO 8124-1:2018,4.6,4.7,5.8, 5.9, E.11 for information.

6 Materials

6.1 |General

Manulfacturers should consider environmental aspects of materials used and production methods
withdut compromising the user’s safety.

6.2 |Material safety

PP 27 lenorazia baol g o.] €4
hrtHteskrowh-tovearmttto the user are

&

Th Aafocntiion o o1 o0 o1, 33
€ nNatdracturer-stramrmanke-stite

used in the products.

The manufacturer shall establish a Restricted Substance List (RSL) including limits of substances that
shall not be present in the materials that come into contact with mucosa.

The manufacturer should establish, implement, and maintain a procedure to identify the applicable
laws and regulations of the countries where the products are manufactured, imported, distributed and
sold, in order to ensure that applicable legal requirements are taken into account.

See Annex C for guidance on creating a Restricted Substance List.

All material safety information shall be made available during a procurement process.

© IS0 2021 - All rights reserved 5
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6.3 Biocompatibility

Sex toys are products with repeated contact with mucosa and possibly compromised tissue.
Manufacturers shall make sure that the materials, that come into contact with mucosa during intended
use are biocompatible.

For sex toys,

NOTE

only in vitro methods shall be used.

There are different ways to make sure that materials are biocompatible. For example, one way can

be to test the finished product according to the ISO 10993 series. The most relevant parts for sex toys of the
ISO 10993 series are ISO 10993-5, ISO 10993-10 Annex C1, and 1SO 10993-23 Clause 6. Another way can be to
use only materials, including additives and colouring have been tested according to that series or food contact

approved.

Testing shall
in ISO/IEC 17

6.4 Clean]
The manufad

accordance

7 Userin

7.1 Gener
User informa

Symbols may
[SO 7000 or ]

Marketing infformation shall be consistent with:prfoduct information.

The distribu
the users.

7.2 Conte

Information

Clear ind

Lot, batd
package

be done by an accredited laboratory. The laboratory shall conform with the requife
025. The results shall be interpreted by a toxicologist or another qualified expert.

Ing and maintenance
turer shall inform the user about cleaning methods and means for‘the specific produ

vith the product's intended use.

formation

al
tion shall include all information directed to the consumer.

' be used. If relating to the safe use of thelproduct these shall be in correspondence
SO 7010 (https://www.iso.org/obp/ui).

For should ensure that the consumer information is available in a language understo

nt of user information on product
pn the product shall include:
ication on heWw to turn the product on and off, if electrically powered

h, or serial number, as far as possible, or if this is not possible it shall be on the pr

nents

Cts, in

with

od by

oduct

7.3 Packaging

Information on the product packaging shall at least include:

Descript

ion of product functionality and intended use

Specification of material intended to be in contact with genitalia, anus/rectum, or both
State or use symbol “Contains natural rubber latex” (if applicable)
Information about battery and/or charging (if applicable)

Information on what is included or needed items which are excluded

1

Under preparation. Stage at the time of publication: ISO/FDIS 10993-10.
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EXAMPLE1 Battery, adapter, charging equipment, lubricants.

EXA

7.4

Info

Compliance with this document, if applicable

If the product is not intended for internal or anal use it shall be stated on the packaging

MPLE 2  Not for Internal Use/Not for Anal Use.

Additional user information

rmation on or inside the product packaging shall at least include:

perating instructions
Storage instructions

Cleaning instructions

NOTE Products intended for anal use require sufficient disinfection after use,

EXA

EXA

Clontact information of the manufacturer which shall include name;postal address, and
Website and email

Imformation about compatibility with other materials (lubricants, oils, etc.)
arranty information
isposal instructions
idelines/recommendations on maximum usage time/frequency, if applicable
escriptions of physical symptoms when not to use/stop using, if applicable
Imformation on when not to use/constilt with physician before using
Imformation on when not to use the/product
PLE1  Material damage, malfunctioning product, product heating up etc.
Handling of information transmitted by the product
I\F/JPLE 2 Wireless products.

ecommendatipn)to keep the user information for reference

© IS0 2021 - All rights reserved
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Annex A
(informative)

Guidance on risk management

A.1 General

The following checklist is intended to help the manufacturer to identify risks and evaluate th¢m, in
order to maKe a safe product.

There are otfher standards and guidelines that go into more detail regarding risk management. The
manufacturdr is encouraged to study them. For example: ISO 14791, ISO 31000, ISQ,10377, EU gé¢neral
risk assessment methodology.

A.2 Risk assessment phases and steps

Table A.1 — Risk assessment phases and’steps

Risk assessment phases Risk assessment'steps
a) Risk iderjtification 1. Definingtheproduct
2. ldentifying the hazard(s)
b) Risk ana]ysis 3. Describing how the hazard may harm the user(s),
4., “Describing the potential harm
c¢) Riskevaluation 5. Determining the severity of harm
6. Determining the probability of occurrence
7. Determining the risk level by combining the seyerity

of harm and the probability of occurrence

A.2.1 Interpretation of risk-assessment steps
1. Definingthe productt=2key features e.g. the intended use, the material, shape and geometry

2. Identifying the hazard(s) - see Table A.2 in A.3, literature review and consulting experts

3. Describipg How the hazard may harm the user(s) - consider different scenarios both for intg¢nded
use and réasonably foreseeable misuse

4. Describing the potential harm - describe what harm the hazard may cause based on studies,
reports, literature and expert opinions, and input from market surveillance

5. Determining the severity of harm - based on results from b) 3 and b) 4 in Table A.1 make an
estimation:

— High - severe injury, permanent disability, or disease
— Medium - injury which requires medical treatment
— Low - discomfort, no injury or health issue

6. Determining the probability of occurrence:

8 © IS0 2021 - All rights reserved


https://standardsiso.com/api/?name=b9f8e87996de48bdde28fd4d61f91c71

ISO 3533:2021(E)

— Very high - more likely to occur than not

EXAMPLE1  User placing the batteries in the wrong polarity or user not reading user information.
— Medium high - the event will be expected to occur sometimes

EXAMPLE 2  Use of incompatible lubricant or cleaning agent.

— Medium low - the event may occur sometimes

EXAMPLE 3  Misuse of clitoral bullet vibrator for anal use or unable to remove penile rigidity ring.

— Low - little or no chance of occurrence

7. Determining the risk level by combining the severity of harm and the probability ofjocgurrence, see
Thble A.3 Risk evaluation matrix in A.4

A.3 [Risk analysis checklist for potential hazards

The fpllowing questions and categories should always be considered when doing a risk analysis. The
manuffacturer is responsible for the comprehensive risk analysis based on the product and its intended
use.

The list below can be used as guidelines for consideration. The’}ist is not comprehensive.

Table A.2 — Checklist for potential hazards

Genefal criteria Wihat are the reasonably foreseeable hazards and misuse?

Is the reasonably foreseeable misuse of the product
documented?

Is the intended use of the product documgnted?

Physjcal hazards Is there a risk of retention in intended o unintended
orifice?

Are there any sharp edges?
Is there a risk of trapping or pinching?
Risk of excessive vibration?

Risk of using products not intended for anal use for anal
use?

Risk of overheating?

Are there any other physical hazards?

Remg¢vable parts Are there any removable parts that can b¢ hazardous?

Loss of critical components?

Biocompatibility Risk for skin irritation and sensitization?
Risk of contamination?
Risk of leaching harmful substances?

Does the product contain natural rubber latex or other
known allergens?

Biological (Microbiological) evaluation Are there any risks of pathogen contamination through-
out supply chain?

Are the cleaning and maintenance instructions complete
and clear?

Areriskassociated with sharinga product communicated?

© IS0 2021 - All rights reserved 9
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Table A.2 (continued)

Degradation of components

the product?

ponents?

Are the materials compatible with the intended use of

Arethererisksassociated with degradation of the material?

Are there risks associated with wear and tear of com-

User information

Are the warnings complete?

Are identified risks communicated in the user inform

ation?

Transportat

ion/Storage

Is transportation and storage conditions appropriate

Tor each product?

A.4 Risk ¢

For every idg
risks.

pvaluation

ntified risk there needs to be an evaluation. The table below can be usedto categori

Table A.3 — Risk evaluation matrix

ve the

Probability of occurrence

Medium low |Low

Medium high

Severity of
harm

Risk levd
Moderat

Nl =
e

Medium Risk level - Risk levgl -
Moderate Low

Risk level - Low Risk level - Risk levgl -
Low Low

Each risk eva
and new sci
evaluation.

The manufaq
has occurred

A.4.1 Risk

After detern]

risk level. Thie risk levels’should be assessed according to the principles below.

Very higl
design.

luation should be reviewed periodically, based on user feedback, post-market survei
entific literature. Any modificdtion or change to the product will require a nev

turer should identify the.warning signs and risk symptoms which indicate that th|
or will occur.

level assessment

ining the probability of occurrence and severity of harm, the risk should be assigne

h is totally unacceptable. The product should not be placed on the market in the cy

lance
U risk

e risk

d to a

rrent

High is n

ot acceptable, and the product should be redesigned.

Moderate risks should be mitigated by redesign and/or warnings in user information.

Low is acceptable.

The manufacturer should carry out risk mitigation action(s) (e.g. redesign, user warning, supply chain
control, change of raw material) to ensure the revaluated risk level is low and minimized as far as

possible.

10
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Annex B
(informative)

Design considerations based on anatomy

B.1 Background to problem formulation

The fq
proje¢

llowing textis aliterature review of data available and the background to why this-sta
t emerged and is the base for some of the requirements listed in this document,

Retai
surgi
can c
these

hed foreign rectal objects can be a cause of emergency hospital admission and
fal removal. In addition to sometimes presenting a challenging surgical'nemoval, fd
huse rectal or anal bleeding, and perforations of the rectum [1], and.a classification
injuries is presented below.

Category 1 - Retained foreign body without injury

Category 2 - Non-perforative mucosal laceration

Category 3 - Sphincter injury

Category 4 - Recto-sigmoid perforation

Bleediing, perforation, sphincter injury, and muegosal lacerations are managed by th
physifian with a number of techniques, but central to the management is the removal g
body.

Comn
provi

non problems with retained objecfs*are that they cannot be grasped by the me
Her’s fingers or by tools and instritments commonly used for anal or rectal medica

Beyond manual retrieval under local anaesthesia, with or without the aid of rigid tube
rectogcope) and forceps, obstetricinstruments and vacuum delivery systems, endoscopic
flexible sigmoidoscopy/coloneseapy allow access to the entire large bowel and allow clos
age once the foreign-body is removed. The armamentarium for endoscopic technic
forceps (closed jaws-usually fit in a 2 mm channel through the endoscope, open jaws
) that can be used-to grab, and snares and loops that can be put around objects.
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A systematlc review descrlbed 193 patlents in the years 1950 2009 mostly from case reports [3]. The
only large, register-based, study (648 patients from Japan) reported that laparotomy was required in

15 % of patients [4], whereas hospital-based case series report 0 % to 50 % (Table B.1).
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Table B.1 — Hospital-based case series describing patients with transanally induced retained
foreign rectal objects

Author, year Country Time period Number of Number (%) extraction
patients by transabdominal ap-
proach
Barone 1976 USA 1970-1974 23 0(0)
Crass 1981 USA 1975-1980 18 4(22)
Barone 1983 USA 1978-1981 35 1(3)
Nehme Kingsley 1985 USA 1976-1984 51 1(2)
Yaman, 1993 Camada 19751999 22 663
Cohen, 1996 USA 1983-1994 48 5(10)
Kouraklis, 1997 Greece 1981-1994 18 1(6)
0Ooi, 1998 Singapore 1989-1997 30 3(10)
Biriukov, 200[0 Russia 1969-1998 112 54)
Ruiz, 2001 Spain 1980-2000 17 7 (41)
Huang 2003 Taiwan 1997-2000 12 4\(33)
Lake, 2004 USA 1993-2002 87 8 (9)
Clarke, 2005 South Africa 1995- 12 5(42)
Ayantunde, 2p06 UK 2001-2004 16 1(6)
Rodriguez-H¢rmosa, 2007 Spain 1997-2004 16 2(12)
Volpi, 2012 Italy 2007-2010 10 2 (20)
Coskun, 2013 Turkey 1999-2009 15 3(20)
Yildiz, 2013 Turkey 1998-2013 25 2 (8)
Cawich, 2017 Trinidad and  2009-2014 10 5(50)
Tobago
Dahlberg, 2018 Sweden 2009-2017 85 8(9)
To aid in the discussion of sex toy designstand the potential risks in anal use, we present a classifi¢ation
based on thq size of the object. The classification in Table B.2 is a general guide based on the nprmal
anatomy and physiology of the human anus and rectum.
Table B.2 — Product size classification
Small Medium Large
Total length <4 cm <12cm >12cm
Diameter <€2,5 cm at widest insertable |< 3,5 cm at widest insertable |> 3,5 cm at widest insertable
point point point

Objects which are not small enough to pass like stool often need surgical attention. Medium sized
objects are usually too large to be passed naturally but can be removed if possible, to grasp. Large
objects are usually difficult to remove because the force required to extract them is considerable. A
large object is also more likely to cause pressure ulceration and perforation of the bowel wall.

NOTE If a product doesn’t fit into any of the 3 proposed size categories, the largest dimension will be

considered to classify the size of the toy (e.g. a toy having a 4 cm diameter and 10 cm length will be classified as
size large).

B.2 Small

Small objects are those that should pass with normal bowel movement. Based on measurements of anal
distension, where the passive sphincter stretching begins at 1 cm and increases to 65 % of the maximal
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basal pressure at 3 cm anal distension [2], the dimension of these objects is length 4 cm and in diameter
2cmto 2,5 cm 31

The risk of perforation is low as pressure on adjacent tissue is low. The risk of sphincter injury is also
considered low.

In the classification above, small objects are mostly at risk of Category 1, i.e. risk of retaining without
injury to the user.

B.3 Medium

Medifim sized object is between 4 cm and 10 to 1Z cm In their longest dimension. Lh¢ upper limit
for objects defined as medium size are those that risk entering the sigmoid colon ffom the rectum,
as these objects do not fit the pelvis and there are not sufficient counterforces te prevent the object
from pscending into the sigmoid colon or upper rectum (upper limit usually approxifmately 15 cm from
the amal verge). Such objects have an increased risk of laparotomy. Objects sherter than approximately
10 cnj can adapt a position perpendicular to the anal canal, but are reached readily with tHe examiner's
fingers, and if they can be grabbed are usually easily removed. With in¢reasing width/thickness the
objecfs become more difficult to control once above the anal canal, as\théy increasingly fill the lumen
of thg rectum. The risk of retaining is therefore considerable in the medium sized objects [[Category 1),
and npitigating design elements could be string or loops that enable endoscopic/rectoscopjc evacuation
or degigns with a marked base or flare that makes inserting the‘object entirely more diffiqult.

The rjsk of perforation (Category 2 and possibly Category,43).in this group increases when fthe diameter
is either small (e.g. leading point with a curvature less thah 1 cm in diameter) or large (duf to pressure
on thp intestinal wall). The risk of sphincter injury (Category 3) increases with increasing diameter.
As dgmage to the anal sphincters has been seen jn a significant subgroup (16 %) upopn dilation to
4 cm |during medical procedures [4], a safe maxirial diameter should not exceed 3 cm to|3,5 cm. This
estimlate is not precise: dilation under anaesthesia without preserved pain reaction to dilation could
increase the risk of sphincter damage compared with the setting of consensual sexual arofisal. There is
a conpiderable disagreement between current (2019) sexual practice and this recommengdation based
on th¢ available medical literature.

B.4 |Large

Largd objects are longer than 12 cm, and the centre of the object will risk pivoting the ¢bject from a
position by the sacrum ifnto the abdomen (sigmoid position). As objects in the rectum follow the basic tilt
of thelrectum, which.isdirected backward along the sacrum before turning forward and upward, linear
objects beyond approximately 12 cm straighten the rectum upon being inserted, and risk ascending
becayse they dotnot fit the sacral part of the rectum. As these objects are long enough tq displace the
intestinal walkand go into the abdominal part of the bowel, they are more difficult to manoeuvre with
the rqctoseape or endoscope. When such objects are also thick enough to fill the lumen of the intestine,
they are“difficult to grasp reliably. Exerting enough force through endoscopic instrumgnts onto the
object edge, combined with the need for a good hold makes extraction difficult. To prevgnt retaining,
these objects need designs that prevent the object from being fully inserted into through the anus.
Flares or large bases are required. The risk of perforation is significant in thick and long objects, as
they assert pressure on the bowel wall, both on vigorous insertion and in prolonged retention. The
risk of sphincter injury, as described for medium sized objects, increases with increasing diameter, and
diameters in excess of 3,5 cm could put the user at risk.

Large objects can subject the user to all of the risks listed above (Category 1-4).
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