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The use of contraception outside the terms of the p

roduct license:

Part |

Summaries of Product Characteristics (SPCs) provide information for clinicians on the licensed indications for contraceptives on how
contraceptives should be administered including advice on the dose, when to start, and what to do when pills are missed or injections
are late. However, SPCs often do not reflect current evidence and may be unnecessarily restrictive. Evidence-based recommenda-
tions to guide clinicians and women on how to use contraceptive methods safely and effectively have been published by the World
Health Organization (WHO). In addition, the Faculty of Family Planning and Reproductive Health Care (FFPRHC) adapted the WHO
Selected Practice Recommendations for Contraceptive Use (WHOSPR) (1st edition), using formal consensus methods, for UK use.
These Guidance documents provide evidence-based recommendations which at times are at odds with the terms of the product li-

censes for contraceptives
When prescribing contraceptives outside the terms of the product license doctors should: take an appropriate clinical history; assess a woman'’s priorities and prefer-

Starting time

Licensed use as in the Summary of Product
Characteristics (SPC)

Evidence-based use outside the terms of the product licence

First use

miscarriage
Postpartum not
breastfeeding

Breastfeeding

Missed pills

Following abortion or

Combined oral contraception (COC)

Start on Day 1; no additional method required. Start
after Day 1 up to Day 5; additional method required
for 7 days

Start immediately following first-trimester abortion.
(No advice given for second trimester.)

Start on Day 21 postpartum; no additional method
required.
Not recommended.

(>36 hours have elapsed since the last pill was taken.)
Additional method required for 7 days.

Ideally, start on Day 1 of the menstrual cycle. If necessary can start up to
and including Day 5 without additional method. Start after Day 5 when
reasonably certain* the woman is not pregnant, additional method is
required for 7 days.

Start on day of surgical or second part of a medical abortion (induced or
spontaneous <24 weeks); no additional method required. If started >7
days after abortion an additional method required for 7 days.

Start on Day 21 for immediate contraceptive protection. If started after
Day 21, additional method required for 7 days.

Ideally, start >6 months postpartum. If other methods are unacceptable,
then may be started between 6 weeks and 6 months postpartum.

If three 30-35 ug EE pills are missed at any time (or if two 20 ug EE
pills are missed): the last missed pill should be taken as soon as
remembered; continue daily pill taking; additional method for 7 days
(see Figure 1).

m  If COCs are missed in Week 1 (the pill-free interval has been
extended). If UPSI occurred in the pill-free week or in Week 1 of
pill taking, EC indicated.

m  If COCs are missed in Week 3, the pill-free week should be omitted.

ences; discuss
the evidence
supporting use
outside license;
document all
this information
clearly in the
case records.
Women should
be informed
when contra-
ceptives are
used outside
the terms of the
product license
and should be
given appropri-
ate and com-
plementary
written informa-
tion in addition
to the manufac-
turers’ Patient
Information
Leaflets
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