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SCHEDULE FOR DRAFT WORKING DOCUMENT QAS/19.804/Rev.1:

World Health Organization/United Nations Population Fund
Recommendations for condom storage and

shipping temperatures

D escription of activity

Date

The United Nations Population Fund (UNFPA) identified the need
to update the existing Procedure for assessing the acceptability,
in principle, of male latex condoms for purchase by United
Nations agencies, adopted by the Forty-second WHO Expert
Committee on Specifications for Pharmaceutical Preparations
(ECSPP) meeting and published as Annex 2 in the WHO Technical
Reports Series, No. 948, 2008. The text had been developed by
the UNFPA and WHO specialists.

Informal discussions amongst UNFPA and WHO specialists on the

management of this updating process.

May— September 2018

Presentation of a possible updating process of the prequalification
guidance for contraceptive devices and condoms at the Fifty-third

ECSPP.

18 October 2018

Following the recommendation of the Fifty-third ECSPP meeting,
various phases of reworking and restructuring of the specific texts

by UNFPA.

November 2018 — May 2019

Mailing of working document for public consultation, including to

the WHO Expert Advisory Panel on the International Pharmacopoeia

and Pharmaceutical Preparations (EAP) and UNFPA specialists,
inviting commentsand posting of the working document on the

WHO website.

Mid-July 2019
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Compilation of comments received by WHO.

September 2019

Review of comments received by a group of specialists. Preparation

of discussion document.

October 2019

Presentationto the Fifty-fourth ECSPP in Geneva, Switzerland.

14-18 October 2019

Review of comments received by a group of specialists. Preparation

of discussion document.

October 2019-May 2020

Mailing of working document for public consultation, including to May 2020
the EAP and UNFPA specialists, inviting comments and posting of the

working document on the WHO website.

Compilation of comments received by WHO. August 2020
Review of comments received by a group of specialists. -Preparation September 2020

of discussion document.

Presentationto the Fifty-fifth ECSPP in Geneva, Switzerland.

12-16 October 2020

Further follow-up action asrequired.
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World Health Organization/United
Nations Population Fund
Recommendations for condom storage
and shipping temperatures

Background

The report of the Fifty-fourth meeting of the World Health Organization (WHO) Expert Committee on

Specifications for Pharmaceutical Preparations (ECSPP)in 2019 (1)) statedthe following:

As agreed at the ECSPP meeting in October 2018, the United Nations Population Fund (UNFPA)
and WHO have separated out different aspects of the current procedure for contraceptive
devicesand condoms and are developing seven different documents:

° prequalification programme guidance for contraceptive devices: male latex condoms,

female condoms and intrauterine devices;

. technical specifications for male latex condoms;

° specifications for plain lubricants;

° condom quality assurance;

° guidance on testing of male latex condomes;

° recommendations for condom storage and shipping temperatures; and
° guidance on conducting post-market surveillance of condoms.

All seven documentswere restructured and revised in the first half of 2019, then sent to the EAP
and put out for public consultation in July 2019. The comments received were reviewed by a
group of specialistsin October 2019, prior to being presented to the ECSPP. At UNFPA’srequest,
the ECSPP focused on the first three documents (on UNFPA’s Prequalification Programme
guidance, condom quality assurance and specifications for plain lubricants), noting that all
comments have been addressed. It suggested some further minor revisions, including
recommending changes to clarify that, while the specifications for plain lubricants are

principally targeted at procurement agencies, they may also be used by regulators for
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81 public procurement. The next steps for the remaining four documents include incorporating
82 comments from the latest consultations and then bringing them back to the ECSPP for possible
83 adoption at its next meeting in 2020.
84
85 The Expert Committee adopted the following guidelines:
86 . World Health Organization/United Nations Population Fund Prequalification
87 Programme guidance for contraceptive devices: male latex condoms, female condoms
88 and intrauterine devices (2);
89 ° World Health Organization/United Nations Population Fund technical specifications for
90 male latex condoms (3); and
91 . World Health Organization/United Nations Population Fund specifications for plain
92 lubricants (4).
93
94 The Expert Committee further recommended proceeding with the next steps as discussed.
95

96  Thisis one of the four remaining working documents in this series.

97

98

99 1. During shipment
100 2. Warehouse storage

101  References

102  Further reading
103

104
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1. Duringshipment

Store condoms in dry conditions away from direct sources of heat and sunlight.

The average mean kinetic temperature! (MKT) during shipment should not exceed 30 °C. Peak
temperaturesshould not exceed 50 °C2. The use of data loggersto monitor all shipmentsthat originate,
terminate or transit hot climaticzones is recommended. Ideally, dataloggerscan calculate the mean
kinetictemperature either automatically or by using software supplied with the data loggersafter data

has been downloaded.

2. Warehousestorage

Store in well ventilated, dry conditions away from direct sources of heat, including sunlight.

Long-term (i.e. one month to a year) average storage temperature should be less than 30 °C. Short-
term (i.e. up to one month) temperature excursions should not exceed 40 °C. The recommended limit

for short term exposure is cumulative over the total period of storage.

Condom factories prequalified by UNFPA will have provided evidence to verify the claimed shelf-life of
the product. The shelf-life is determined by a real-time study, conducted at a specific temperature (30
+5/ -2 °C) because this is the MKT of the most extreme climatein climaticzones Il and IV3. Research
has demonstrated that properly packaged good-quality condoms stored at average temperatures in

tropical climatesdo not deteriorate during storage. More information about the recommendations for

1 Temperatures during shipping can be monitored using data loggers. Most modern data loggers can automatically calculate
and print out the mean kinetic temperature (MKT) (in some cases, data has to be downloaded and analysed using provided
software).

2Brief, short term temperature excursions up to 50° C have limited impact on MKT. If, during shipping, the MKT exceeds 30
°C and/or peak temperatures exceed 50 °C, a risk assessment should be conducted to assess whether or not the properties of
the condomsin the consignment have been compromised. Random sampling and testing of condoms for burst properties is
recommended to support the risk assessment.

3 More details on the climatic zones can be found in WHO Stability testing of active pharmaceuticalingredients and finished
pharmaceutical products (5)
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storage and shipment, and the rationale for choosing 30 + 5/-2 °C as the storage temperature for
stability studies, is given in the Technical Basis Paper of the WHO/UNFPA technical specifications for

male latex condoms (3).

Since the shelf-life of the condoms will have been determinedat 30 + 5/ -2 °C, air-conditioned storage
is not necessary but it would be anadvantage in hot climates, if available. In hot climates, it is important
that condoms are stored in a well-ventilated environment away from direct sunlight and other-sources
of heat in order to minimize the exposure of the condoms to high temperatures. Similar precautions
should be takenduring transportationand delivery. In general, the storage temperature should be as
low as can practically be achieved. Condoms stored outdoors in shipping containers are particularly
vulnerable as the temperatures inside containers can be substantially above ambient temperatures

resulting in faster deterioration.

Storage time in shipping containers should be minimized. The condoms are sealed in individual foil
packageswhichare themselves packed in cardboard. The cardboard storage containersare vulnerable
to moisture and should be stored in a dry storeroom away from wallsand placed on palletsto protect
against rising damp. Ideally, cartons should be stored at least 10 cm off the floor, 30 cm away from the
wallsand stacked no more than 2.4 metres high. It should be ensured that the floor of the storage area
is paved with concrete and the walls and floor should not get damp due to seepage of water or rain

water condensate. The ambient temperature inthe warehouse should be recorded.

Condoms are fully protected by the individual foil package. However, cosmetic damage to the foil and
damageto the outer packaging can make the product appear damaged and therefore less acceptable

to the user. Contaminantsof anysort (e.g. powders or liquids) should be avoided.

Condoms should be left in their original cartons and inner boxes until needed for distribution. The
cartonsshould be positioned so that the lot number and expiry date are visible. The cartons should be
identified and their locations recorded to ensure that specific lots can be located. Lots should be

releasedon a first expiry—first out basis (FEFO).

Recalled, damaged or expired condoms should be kept separately and clearly segregated. The disposal
of such condoms should be in accordance with local procedures for the disposal of damaged medical

devices.



161

162
163
164
165
166
167
168
169
170
171
172
173
174
175
176
177
178
179
180
181
182
183
184
185
186
187
188
189
190
191
192

Working document QAS/19.804/Rev.1

Page 8

References

WHO Expert Committee on Specifications for Pharmaceutical Preparations: fifty-fourth report.
Geneva: World Health Organization; 2020 (WHO Technical Report Series, No. 1025;
https://www.who.int/publications-detail/978-92-4-000182-4, accessed 20 May 2020).

World Health Organization/United Nations Population Fund Prequalification Programme
guidance for contraceptive devices: male latex condoms, female condoms and intrauterine
devices. In: WHO Expert Committee on Specifications for Pharmaceutical Preparations: fifty-
fourth report. Geneva: World Health Organization; 2020: Annex 9 (WHO Technical Report
Series, No. 1025; https://www.who.int/publications-detail/978-92-4-000182-4, accessed 20

May 2020).

World Health Organization/United Nations Population Fund Technical specifications for male
latex condoms. In: WHO Expert Committee on Specifications for Pharmaceutical Preparations:
fifty-fourth report. Geneva: World Health Organization; 2020: Annex 10 (WHO Technical
Report Series, No. 1025; https://www.who.int/publications-detail/978-92-4-000182-4,

accessed 20 May 2020).

World Health Organization/United Nations Population Fund Specifications for plain lubricants.
In: WHO Expert Committee on Specifications for Pharmaceutical Preparations: fifty-fourth
report. Geneva: World Health Organization; 2020: Annex 11 (WHO Technical Report Series,
No. 1025; https://www.who.int/publications-detail/978-92-4-000182-4, accessed 20 May
2020).

Stability testing of active pharmaceutical ingredients and finished pharmaceutical products. In:
WHO Expert Committee on Specifications for Pharmaceutical Preparations: fifty-second report.
Geneva: World Health Organization; 2018: Annex 10 (WHO Technical Report Series, No. 1010;

https://www.who.int/medicines/areas/quality safety/quality assurance/TRS1010annex10.pd

f, accessed 20 May 2020).


https://www.who.int/publications-detail/978-92-4-000182-4
https://www.who.int/publications-detail/978-92-4-000182-4
https://www.who.int/publications-detail/978-92-4-000182-4
https://www.who.int/publications-detail/978-92-4-000182-4
https://www.who.int/publications-detail/978-92-4-000182-4
https://www.who.int/publications-detail/978-92-4-000182-4
https://www.who.int/publications-detail/978-92-4-000182-4
https://www.who.int/publications-detail/978-92-4-000182-4
https://www.who.int/medicines/areas/quality_safety/quality_assurance/TRS1010annex10.pdf?ua=1
https://www.who.int/medicines/areas/quality_safety/quality_assurance/TRS1010annex10.pdf?ua=1
https://www.who.int/medicines/areas/quality_safety/quality_assurance/TRS1010annex10.pdf
https://www.who.int/medicines/areas/quality_safety/quality_assurance/TRS1010annex10.pdf
https://www.who.int/medicines/areas/quality_safety/quality_assurance/TRS1010annex10.pdf
https://www.who.int/medicines/areas/quality_safety/quality_assurance/TRS1010annex10.pdf

193

194

195
196
197
198
199
200
201
202

Working document QAS/19.804/Rev.1
Page9

Further reading

UNFPA-published Condom programming for HIV prevention—An operations manual for
programme managers and PATH’s procurement capacity toolkit: Tools and resources for
procurement of reproductive health supplies and safe disposal and management of unused,

unwanted, contraceptives (http://www.unfpa.org/resources/safe-disposal-and-management-

unused-unwanted-contraceptives, accessed 20 May 2020).
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