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Executive summary

Introduction

This document is part of the process for improving the

quality of care in family planning. Medical eligibility criteria
for contraceptive use (MEC), the first edition of which was
published in 1996, presents current World Health Organization
(WHO) guidance on the safety of various contraceptive
methods for use in the context of specific health conditions
and characteristics. This is the fifth edition of the MEC — the
latest in the series of periodic updates.

In the MEC, the safety of each contraceptive method is
determined by several considerations in the context of the
medical condition or medically relevant characterstics;
primarily, whether the contraceptive method worsens the
medical condition or creates additional health risks, and
secondarily, whether the medical circumstance makes the
contraceptive method less effective. The safety of the method
should be weighed along with the benefits of preventing
unintended pregnancy.

This fifth edition of the MEC is divided into two parts. Part |
describes how the recommendations were developed and
Part Il contains the recommendations and describes how

to use them. The recommendations contained within this
document are based on the latest clinical and epidemiological
data. Several tools and job aids are available from WHO and
other sources to help providers use these recommendations in
practice.

This document covers the following family planning
methods: low-dose (< 35 mcg ethinyl estradiol) combined’
oral contraceptives (COCs), combined patch (P), combined
vaginal ring (CVR), combined injectable contraceptives (CICs),
progestogen-only pills (POPs), depot medroxyprogesterone
acetate (DMPA), norethisterone enanthate (NET-EN),
levonorgestrel (LNG) and etonogestrel (ETG) implants,
emergency contraceptive pills (ECPs), copper-bearing
intrauterine devices (Cu-IUDs), levonorgestrel-releasing IUDs
(LNG-IUDs), copper-IUD for emergency contraception (E-IUD),
progesterone-releasing vaginal ring (PVR), barrier methods
(BARRY), fertility awareness-based methods (FAB), lactational
amenorrhoea method (LAM), coitus interruptus (CI), and female
and male sterilization (STER).

1 “Combined” refers to a combination of ethinyl estradiol and a pro-
gestogen.

For each medical condition or medically relevant characteristic,
contraceptive methods are placed into one of four numbered
categories. Depending upon the individual, more than one
condition may need to be considered together to determine
contraceptive eligibility. These conditions and characteristics
include, among others: age, weeks/months postpartum,
breastfeeding status, venous thromboembolism, superficial
venous disorders, dyslipidaemias, puerperal sepsis, past
ectopic pregnancy, history of severe cardiovascular disease,
migraines, severe liver disease, use of CYP3A4 inducer,

repeat use of ECPs, rape, obesity, increased risk of sexually
transmitted infections, high risk of HIV infection, living with HIV,
use of antiretroviral therapy.

MEC categories for contraceptive eligibility

1 | A condition for which there is no restriction for the use
of the contraceptive method

2 | A condition where the advantages of using the method
generally outweigh the theoretical or proven risks

3 | Acondition where the theoretical or proven risks usually
outweigh the advantages of using the method

4 | A condition which represents an unacceptable health
risk if the contraceptive method is used.

Target audience

The intended audience for this publication includes policy-
makers, family planning programme managers and the
scientific community. The MEC aims to provide guidance to
national family planning and reproductive health programmes
in the preparation of guidelines for delivery of contraceptive
services. It is not meant to serve as the actual guidelines but
rather as a reference.

The guidance in this document is intended for interpretation at
country and programme levels, in a manner that reflects the
diversity of situations and settings in which contraceptives are
provided. While it is unlikely that the classification of categories
in this document would change during this process, it is very
likely that the application of these categories at country level
will vary. In particular, the level of clinical knowledge and
experience of various types of providers and the resources
available at the service delivery point will have to be taken into
consideration.
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Guideline development methods

The Guideline Development Group (GDG), convened by WHO
on 14-15 May 2013, 9—-12 March 2014 and 24-25 September
2014, consisted of 68 individuals representing a wide range

of stakeholders. Their mandate was to review and, where
appropriate, revise the guidance in the fourth edition of the
MEC to develop the fifth edition.

For this revision process, the GDG prioritized the review of:

(a) six topics identified as important to the field and/or those
topics with new evidence that may warrant a change in the
existing recommendation; (b) two topics for which interim
guidance was issued following the publication of the fourth
edition; (c) contraceptive eligibility recommendations for

the inclusion of four new contraceptive methods in the fifth
edition; and (d) two topics to provide greater clarity for the
recommendations in the fourth edition relating to these topics,
at the request of the Guidelines Review Committee. Therefore,
recommendations for a total of 14 topics were reviewed for the
fifth edition of the MEC.

The GDG considered the overall quality of the available
scientific evidence, paying particular attention to the

strength and consistency of the data, according to the
Grading Recommendations, Assessment, Development

and Evaluation (GRADE) approach to evidence review.? To
formulate recommendations using the four MEC categories for
contraceptive eligibility, the GDG considered potential harms
related to contraceptive use, the GRADE evidence profiles,
the benefits of preventing unintended pregnancy, and applied
an approach towards values and preferences that prioritized
the availability of a wide range of contraceptive options. The
GDG reached its decisions through consensus, which entailed
discussion, debate and consultation with experts to reconcile
any disagreements. For certain recommendations, the GDG
added clarification statements to provide further explanation
or guidance on interpretation of the numerical classification.
For each contraceptive method, the GDG considered the
potential benefits and risks of its use with respect to each of
the medical conditions or medically relevant physiologic or
personal characteristics assessed (such as age, breastfeeding,
smoking status).

2 Further information is available at the website of the GRADE work-
ing group: http://www.gradeworkinggroup.org/index.htm

Updated evidence. In many instances, either no new evidence
has been identified since the publication of the fourth

edition of the MEC (2009), or evidence emerging since that
publication confirms previous research findings. Therefore,

in many cases the recommendations that were published

in the fourth edition have been reviewed and confirmed by
the GDG with no changes made. For such recommendations
that remained unchanged, the WHO Secretariat updated the
evidence statements, references and citations that appear in
the contraceptive method tables in Part Il.

WHO will initiate a review of the recommendations in

this document in four years. In the interim, WHO will

continue to monitor the body of evidence informing these
recommendations and will convene additional consultations,
as needed, should new evidence necessitate reconsideration
of existing recommendations. Such updates may be
particularly warranted for issues where the evidence base
may change rapidly. These interim recommendations will

be made available on the WHO’s web pages for sexual and
reproductive health. WHO encourages research to address
key unresolved issues related to establishing medical eligibility
criteria for contraceptive use. WHO also invites comments and
suggestions for improving this guidance.

Summary of reviewed recommendations

Fourteen topics (encompassing over 575 recommendations)
were reviewed by the GDG during the 2014 revision of the
MEC (see Table 1). The GRADE approach was applied to assess
the quality of the available evidence, and this provided the
basis for the formulation of recommendations (see central
column). For some topics, multiple outcomes of interest

and/or contraceptive methods were examined. For these
topics, GRADE assessments of the quality of evidence are
presented, either a single assessment or a range (see final
column). An explanation of the process followed to select and
prioritize these topics is included in Part | of the document,
section 1.2: Methods, pp. 3—7 (Table 1.1). Other than the
recommendations shown in Table 1, all other recommendations
were confirmed by the GDG and did not undergo formal review
for the updated fifth edition of the MEC. A summary of the
changes between the fourth and fifth editions of this document
is available in Part Il, section 2.6, pp. 93-96.
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Table 1. Topics reviewed for the Medical eligibility criteria for contraceptive use (MEC), fifth edition

MEC RECOMMENDATION

GRADE ASSESSMENT
OF QUALITY OF
EVIDENCE?

1. Recommendations for combined hormonal contraceptive (CHC) use by age group
(CHCs include combined oral contraceptives, combined injectable contraceptives, combined patch and combined vaginal ring)

< 40 years Women from menarche through 40 years of age can use CHCs without
restriction (MEC Category 1).
> 40 years Women 40 years and older can generally use CHCs (MEC Category 2).

Range: Low to very low

2. Recommendations for CHC use among breastfeeding women

< 6 weeks postpartum

Breastfeeding women < 6 weeks postpartum should not use CHCs
(MEC Category 4).

> 6 weeks to <6 months
postpartum

Breastfeeding women > 6 weeks to < 6 months postpartum (primarily
breastfeeding) generally should not use CHCs (MEC Category 3).

> 6 months postpartum

Breastfeeding women > 6 months postpartum can generally can use
CHCs (MEC Category 2).

Range: Low to very low

3. Recommendations for CHC use among postpartum women

< 21 days postpartum
without other risk
factors for venous
thromboembolism (VTE)

Women who are < 21 days postpartum and do not have other risk factors
for VTE generally should not use CHCs (MEC Category 3).

< 21 days postpartum
with other risk factors
for VTE

Women who are < 21 days postpartum with other risk factors for VTE
should not use CHCs (MEC Category 4).

> 21 days to 42 days
postpartum without
other risk factors for VTE

Women who are > 21 days to 42 days postpartum without other risk
factors for VTE can generally use CHCs (MEC Category 2).

> 21 days to 42 days
postpartum with other
risk factors for VTE

Women who are > 21 days to 42 days postpartum with other risk factors
for VTE generally should not use CHCs (MEC Category 3).

> 42 days postpartum

Women who are > 42 days postpartum can use CHCs without restriction
(MEC Category 1).

Range: Low to very low

4. Recommendations for CHC use among women with superficial venous disorders

Varicose veins

Women with varicose veins can use CHCs without restriction (MEC
Category 1).

Superficial venous
thrombosis (SVT)

Women with SVT can generally use CHCs (MEC Category 2).

Very low

4 GRADE assessment includes the quality categories of very low, low, moderate and high. When a range is presented, the range reflects the
GRADE quality assessment across important outcomes and/or across contraceptive methods. See the specific GRADE table in Part |, section
1.4: Reviewed recommendations (p. 8—82) for outcomes explored.
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MEC RECOMMENDATION

GRADE ASSESSMENT

OF QUALITY OF
EVIDENCE?

5. Recommendations for CHC use among women with known dyslipidaemias

Known dyslipidaemias
without other known
cardiovascular risk
factors

Women with known dyslipidaemias without other known cardiovascular
risk factors can generally use CHCs (MEC Category 2).

Very low; reviewed for
clarity as requested by the
GRC

6. Recommendations for progestogen-only contraceptive (POC) and levonorgestrel-releasing intrauterine device (LNG-IUD)
use among breastfeeding women

6a. POC use among breastfeeding women (POCs include progestogen-only pills, implants and injectables)

< 6 weeks postpartum

Breastfeeding women who are < 6 weeks postpartum can generally use
progestogen-only pills (POPs) and levonorgestrel (LNG) and etonogestrel
(ETG) implants (MEC Category 2).

Breastfeeding women who are < 6 weeks postpartum generally
should not use progestogen-only injectables (POIs) (DMPA or NET-EN)
(MEC Category 3).

>6weeksto< 6
months postpartum

Breastfeeding women who are > 6 weeks to < 6 months months
postpartum can use POPs, POIs, and LNG and ETG implants without
restriction (MEC Category 1).

> 6 months postpartum

Breastfeeding women who are > 6 months postpartum can use POPs,
POIs, and LNG and ETG implants without restriction (MEC Category 1).

Range: Low to very low

6b. LNG-IUD use among breastfeeding women

< 48 hours postpartum

Breastfeeding women who are < 48 hours postpartum can generally use
LNG-IUDs (MEC Category 2).

> 48 hours to < 4 weeks
postpartum

Breastfeeding women who are > 48 hours to < 4 weeks postpartum
generally should not have an LNG-IUD inserted (MEC Category 3).

> 4 weeks postpartum

Breastfeeding women who are > 4 weeks postpartum can use an
LNG-IUD without restriction (MEC Category 1).

Puerperal sepsis

Breastfeeding (and non-breastfeeding) women with puerperal sepsis
should not have an LNG-IUD inserted (MEC Category 4).

Very low

7. Recommendations for use of subcutaneously-administered depot medroxyprogesterone acetate (DMPA-SC) — new
method added to the guideline

All recommendations

Recommendations for DMPA-SC will follow the current recommendations
for DMPA-IM (intramuscular).

Very low

8. Recommendations for Sino-implant (Il) — new method added to the guideline

All recommendations

Recommendations for Sino-implant (1l) will follow the current
recommendations for LNG implants.

Range: Moderate to
very low

3 GRADE assessment includes the quality categories of very low, low, moderate and high. When a range is presented, the range reflects the
GRADE quality assessment across important outcomes and/or across contraceptive methods. See the specific GRADE table in Part |, section
1.4: Reviewed recommendations (p. 8—82) for outcomes explored.
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GRADE ASSESSMENT
MEC RECOMMENDATION OF QUALITY OF

EVIDENCE?

9. Recommendations for emergency contraceptive pills (ECPs) — ulipristal acetate (UPA) as a new method added to the
guideline and obesity as a new condition for ECP use

Pregnancy For pregnant women, ECP use is not applicable.

Breastfeeding Breastfeeding women can use combined oral contraceptive pills (COCs)
or LNG for ECPs without restriction (MEC Category 1).

Women who are breastfeeding can generally use UPA for ECPs
(MEC Category 2).

Past ectopic pregnancies | Women who have experienced past ectopic pregnancies can use COCs,
LNG or UPA for ECPs without restriction (MEC Category 1).

History of severe Women with history of severe cardiovascular disease, including
cardiovascular disease | ischaemic heart disease, cerebrovascular attack or other
thromboembolic conditions, can generally use COCs, LNG or UPA for

ECPs (MEC Category 2).
Very low
Migraines Women with migraines can generally use COCs, LNG or UPA for ECPs
(MEC Category 2).
Severe liver disease Women with severe liver disease, including jaundice (a personal
characteristic and sign of liver disease prior to diagnosis), can generally
use COCs, LNG or UPA for ECPs (MEC Category 2).
Use of CYP3A4 inducer | Women using CYP3A4 inducers can use COCs, LNG or UPA for ECPs
without restriction (MEC Category 1).
Repeat use of ECP There are no restrictions on repeated use for COCs, LNG or UPA for ECPs
(MEC Category 1).
Rape There are no restrictions for use of COCs, LNG or UPA for ECPs in cases
of rape (MEC Category 1).
Obesity Women who are obese can use COCs, LNG or UPA for ECPs without
Moderate

restriction (MEC Category 1).

10. Intrauterine device (IUD) use for women with increased risk of sexually transmitted infections (STIs)

IUD initiation Many women with increased risk of STIs can generally undergo either .
copper-bearing IUD (Cu-IUD) or LNG-IUD initiation (MEC Category 2). No new evidence

Some women at increased risk (very high individual likelihood) of STis | identified, so quality of
generally should not have an IUD inserted until appropriate testing and | @vidence not evaluated

treatment occur (MEC Category 3). using GRADE process;
reviewed for clarity as
IUD continuation Women at increased risk of STIs can generally continue use of either Cu- requested by the GRC

IUD or LNG-IUD (MEC Category 2).

3 GRADE assessment includes the quality categories of very low, low, moderate and high. When a range is presented, the range reflects the
GRADE quality assessment across important outcomes and/or across contraceptive methods. See the specific GRADE table in Part I, section
1.4: Reviewed recommendations (p. 8—82) for outcomes explored.
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MEC RECOMMENDATION

GRADE ASSESSMENT
OF QUALITY OF

EVIDENCE?

11. Recommendations for use of progesterone-releasing vaginal ring — new method added to the guideline

Breastfeeding and > 4
weeks postpartum

Women who are actively breastfeeding and are > 4 weeks postpartum
can use the progesterone-releasing vaginal ring without restrictions
(MEC Category 1).

Low

12. Recommendations for use of hormonal contraception for women at high risk of HIV infection, women living with HIV,
and women living with HIV using antiretroviral therapy (ART)

12a. Women at high risk
of HIV infection

Women at high risk of acquiring HIV can use the following hormonal
contraceptive methods without restriction: COCs, combined injectable
contraceptives (CICs), combined contraceptive patches and rings, POPs,
POIs (DMPA and NET-EN), and LNG and ETG implants (MEC Category 1).

Women at high risk of acquiring HIV can generally use LNG-IUDs (MEC
Category 2).

Range: Moderate to very
low

12b. Women living with
asymptomatic or mild
HIV clinical disease
(WHO stage 1 or 2)

Women living with asymptomatic or mild HIV clinical disease (WHO stage
1 or 2) can use the following hormonal contraceptive methods without
restriction: COCs, CICs, combined contraceptive patches and rings, POPs,
POIs (DMPA and NET-EN), and LNG and ETG implants (MEC Category 1).

Women living with asymptomatic or mild HIV clinical disease (WHO stage
1 or 2) can generally use the LNG-IUD (MEC Category 2).

12c. Women living with
severe or advanced HIV
clinical disease

(WHO stage 3 or 4)

Women living with severe or advanced HIV clinical disease (WHO stage

3 or 4) can use the following hormonal contraceptive methods without
restriction: COCs, CICs, combined contraceptive patches and rings, POPs,
POIs (DMPA and NET-EN), and LNG and ETG implants (MEC Category 1).

Women living with severe or advanced HIV clinical disease (WHO stage
3 or 4) generally should not initiate use of the LNG-IUD (MEC Category
3) until their illness has improved to asymptomatic or mild HIV clinical
disease (WHO stage 1 or 2).

Women who already have an LNG-IUD inserted and who develop severe
or advanced HIV clinical disease need not have their IUD removed (MEC
Category 2 for continuation).

Range: Moderate to very
low

3 GRADE assessment includes the quality categories of very low, low, moderate and high. When a range is presented, the range reflects the
GRADE quality assessment across important outcomes and/or across contraceptive methods. See the specific GRADE table in Part |, section
1.4: Reviewed recommendations (p. 8-82) for outcomes explored.
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GRADE ASSESSMENT
MEC RECOMMENDATION OF QUALITY OF

EVIDENCE?

12d. Women living with HIV using antiretroviral therapy (ART)

Nucleoside/nucleotide | Women taking any NRTI can use all hormonal contraceptive methods
reverse transcriptase without restriction: COCs, CICs, combined contraceptive patches and
inhibitor (NRTI) rings, POPs, POIs (DMPA and NET-EN), and LNG and ETG implants (MEC
Category 1).

Women taking any NRTI can generally use the LNG-IUD (MEC Category
2), provided that their HIV clinical disease is asymptomatic or mild (WHO
Stage 1 or 2). Women living with severe or advanced HIV clinical disease
(WHO stage 3 or 4) and taking any NRTI generally should not initiate

use of the LNG-IUD (MEC Category 3 for initiation) until their illness has
improved to asymptomatic or mild HIV clinical disease.

Women taking any NRTI who already have had an LNG-IUD inserted and
who develop severe or advanced HIV clinical disease need not have their
IUD removed (MEC Category 2 for continuation).

Non-nucleoside/ Women using NNRTIs containing either efavirenz or nevirapine can

nucleotide reverse generally use COCs, CICs, combined contraceptive patches and rings, Range: Low to very Low
transcriptase inhibitors | POPs, NET-EN, and LNG and ETG implants (MEC Category 2).

(NNRTIs) containing

efavirenz or nevirapine- | Women using efavirenz or nevirapine can use DMPA without restriction

containing ART (MEC Category 1).

Women taking any NNRTI can generally use the LNG-IUD (MEC Category
2), provided that their HIV clinical disease is asymptomatic or mild (WHO
Stage 1 or 2). Women living with severe or advanced HIV clinical disease
(WHO stage 3 or 4) and taking any NNRTI generally should not initiate
use of the LNG-IUD (MEC Category 3 for initiation) until their illness has
improved to asymptomatic or mild HIV clinical disease.

Women taking any NNRTI who already have had an LNG-IUD inserted and
who develop severe or advanced HIV clinical disease need not have their
IUD removed (MEC Category 2 for continuation).

NNRTIs containing Women using the newer NNRTIs containing etravirine and rilpivirine
etravirine and rilpivirine | can use all hormonal contraceptive methods without restriction (MEC
Category 1).

ART: antiretroviral therapy; ARV: antiretroviral (medication); CHC: combined hormonal contraceptive; CIC: combined injectable contraceptive;
COC: combined oral contraceptive; Cu-IUD: copper-bearing IUD; DMPA: depot medroxyprogesterone acetate; ETG: etonogestrel; GRADE: Grading
Recommendations, Assessment, Development and Evaluation; GRC: Guidelines Review Committee; IM: intramuscular; IUD: intrauterine device;
LNG: levonorgestrel; NET-EN: norethisterone enanthate; POC: progesterone-only contraceptive; NRTI: nucleoside/nucleotide reverse transcriptase
inhibitor; NNRTI: non-nucleoside/nucleotide reverse transcriptase inhibitor; POI: progresterone-only injectable; POP: progesterone-only pill; SC:
subcutaneous; SVT: superficial venous thrombosis; VTE: venous thromboembolism.

3 GRADE assessment includes the quality categories of very low, low, moderate and high. When a range is presented, the range reflects the
GRADE quality assessment across important outcomes and/or across contraceptive methods. See the specific GRADE table in Part |, section 1.4:
Reviewed recommendations (p. 8-82) for outcomes explored.
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GRADE ASSESSMENT

MEC RECOMMENDATION OF QUALITY OF
EVIDENCE?

12d. Women living with HIV using antiretroviral therapy (ART) (continued)

Protease inhibitors Women using protease inhibitors (e.g. ritonavir and ARVs boosted with
(e.g. ritonavir and ARVs | ritonavir) can generally use COCs, CICs, combined contraceptive patches
boosted with ritonavir) | and rings, POPs, NET-EN, and LNG and ETG implants (MEC Category 2).

Women using protease inhibitors (e.g. ritonavir and ARVs boosted with
ritonavir) can use DMPA without restriction (MEC Category 1).

Women taking any PI can generally use the LNG-IUD (MEC Category 2),
provided that their HIV clinical disease is asymptomatic or mild (VHO
Stage 1 or 2). Women living with severe or advanced HIV clinical disease
(WHO stage 3 or 4) and taking any PI generally should not initiate use

of the LNG-IUD (MEC Category 3 for initiation) until their illness has
improved to asymptomatic or mild HIV clinical disease.

Women taking any Pl who already have had an LNG-IUD inserted and
who develop severe or advanced HIV clinical disease need not have their
IUD removed (MEC Category 2 for continuation).

Range: Low to very Low

Raltegravir (integrase Women using the integrase inhibitor raltegravir can use all hormonal
inhibitor) contraceptive methods without restriction (MEC Category 1).

Women taking an Rl can generally use the LNG-IUD (MEC Category 2),
provided that their HIV clinical disease is asymptomatic or mild (WHO
Stage 1 or 2). Women living with severe or advanced HIV clinical disease
(WHO stage 3 or 4) and taking an Rl generally should not initiate use

of the LNG-IUD (MEC Category 3 for initiation) until their illness has
improved to asymptomatic or mild HIV clinical disease.

Women taking an RI who already have had an LNG-IUD inserted and who
develop severe or advanced HIV clinical disease need not have their IUD
removed (MEC Category 2 for continuation).

ART: antiretroviral therapy; ARV: antiretroviral (medication); CHC: combined hormonal contraceptive; CIC: combined injectable contraceptive;
COC: combined oral contraceptive; Cu-IUD: copper-bearing IUD; DMPA: depot medroxyprogesterone acetate; ETG: etonogestrel;

GRADE: Grading Recommendations, Assessment, Development and Evaluation; GRC: Guidelines Review Committee; IM: intramuscular;

|UD: intrauterine device; LNG: levonorgestrel; NET-EN: norethisterone enanthate; NNRTI: non-nucleoside/nucleotide reverse transcriptase
inhibitor; NRTI: nucleoside/nucleotide reverse transcriptase inhibitor; POC: progesterone-only contraceptive; POI: progresterone-only injectable;
POP: progesterone-only pill; SC: subcutaneous; SVT: superficial venous thrombosis; VTE: venous thromboembolism.

4 GRADE assessment includes the quality categories of very low, low, moderate and high. When a range is presented, the range reflects the
GRADE quality assessment across important outcomes and/or across contraceptive methods. See the specific GRADE table in Part |, section
1.4: Reviewed recommendations (p. 8—82) for outcomes explored.
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1.1 Background

1.1.1 Overview and scope of the guidelines

Over the past 40 years, there have been significant advances
in the development of new contraceptive technologies,
including changes in formulations and dosing, schedules for
administration and novel delivery systems. However, current
policies and health-care practices in some countries are based
on scientific studies of contraceptive products that are no
longer in wide use, on long-standing theoretical concerns that
have never been substantiated or on the personal preference
or bias of service providers. These outdated policies or
practices often result in limitations to both the quality of, and
the access to, family planning services for clients.

The goal of this document is to improve access to, and

quality of, family planning services by providing policy-
makers, decision-makers and the scientific community with
recommendations that can be used for developing or revising
national guidelines on medical eligibility criteria used in the
provision of all hormonal contraceptives, intrauterine devices,
barrier methods, fertility awareness-based methods, coitus
interruptus, lactational amenorrhoea method, male and female
sterilization, and emergency contraception. These evidence-
based recommendations do not indicate a “best” method that
should be used given a particular medical context; rather,
review of the recommendations allows for consideration of
multiple methods that could be used safely by people with
certain health conditions (e.g. hypertension) or characteristics

(e.g. age).

Because country situations and programme environments vary
so greatly, it is inappropriate to set firm international guidelines
on criteria for contraceptive use. However, it is expected

that national programmes will use these recommendations

for updating or developing their own contraceptive eligibility
guidelines according to national health policies, needs,
priorities and resources, while reflecting upon local values and
preferences.

There are a total of four WHO guidance documents
(cornerstones) pertaining to contraception; two that focus on
evidence-based recommendations (primarily targeted towards
policy-makers and programme managers) and two that focus
on application of the recommendations (primarily targeted
towards health-care providers). All four cornerstones are best
interpreted and used in a broader context of reproductive and
sexual health care. These four documents, listed below, are
updated periodically to reflect changes in the medical and
scientific knowledge.

Evidence-based recommendations for provision of
contraception:

1. Medical eligibility criteria for contraceptive use (MEC) —
provides guidance regarding “who” can use contraceptive
methods safely; and

2. Selected practice recommendations for contraceptive
use (SPR) — provides guidance regarding “how” to use
contraceptive methods safely and effectively.

Practical tools for front-line providers of contraceptive
counselling and services:

3. Decision-making tool for family planning clients and
providers — counselling tool that supports both provider and
client in the process of choosing a contraceptive method,;
and

4. Family planning: a global handbook for providers — offers
evidence-based information on service delivery, method by
method.
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Figure 1. The four cornerstones of family planning guidance

Fifth edition, 2015
Medical eligibility
criteria for

contraceptive use

e e Ot

Selected practice
recommendations for
contraceptive use

Third edition 2016

World Health
Organization

Medical eligibility criteria Selected practice
for contraceptive use recommendations
for contraceptive use

These are evidence-based guidance and consensus-driven guidelines.
They provide recommendations made by expert working groups based
on an appraisal of relevant evidence. They are reviewed and updated in a
timely manner.

Y

Family Planning

GLOBAL HANDBOOK FOR PROVIDERS

Decision-making tool for family Family planning: a global
planning clients and providers handbook for providers

These are tools that incorporate the Medical eligibility criteria, the Selected
practice recommendations and other consensus recommendations on how
to meet the needs of the family planning client. They will be updated as the
guidelines are updated or as other evidence warrants.

A

Process for assuring that the
guidelines remain current:

1.

Identify new, relevant evidence

as soon as it becomes available
through an ongoing comprehensive
bibliographic search.

. Critically appraise the new

evidence.

. Evaluate the new evidence in light

of prior evidence.

. Determine whether the newly

synthesized evidence is sufficient
to warrant an update of existing
recommendations.

. Provide electronic updates on

WHO'’s reproductive health web site
(www.who.int/reproductivehealth)
as appropriate and determine the
need to convene an expert working
group to reassess guidelines
formally.
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1.2 Methods

1.2.1 Development of earlier editions of the Medical
eligibility criteria for contraceptive use

This document builds on a process initiated in 1994 to develop
the first edition. The initial process involved comparing the
eligibility criteria used by different agencies for various
contraceptives, preparing summaries of published medical and
epidemiological literature relevant to medical eligibility criteria,
and preparing a draft classification for review by a larger group
of experts and agencies. Two expert Working Group meetings
were organized by WHO, in March 1994 and May 1995,

to review the background classifications and to formulate
recommendations; publication of the document followed in
1996.

Since the publication of the first edition of the MEC, the
guideline has been revised and updated three times. With
each revision, a Working Group of multidisciplinary experts
was assembled to review newly published evidence pertaining
to the topics addressed in the guideline. Moreover, with each
revision, the Working Group used the opportunity to consider
inclusion of new medical conditions and new contraceptive
methods, as appropriate.

The second edition of the MEC was based on the
recommendations of an expert Working Group meeting held

at WHO on 8-10 March 2000, which brought together 32
participants from 17 countries, including representatives of
many agencies and organizations. The Working Group reviewed
new evidence since the last meetings in 1994 and 1995,
primarily obtained from systematic reviews of the most recent
literature.

The third edition of the MEC, was based on the
recommendations of an expert Working Group meeting held at
WHO on 21-24 October 2003, which gathered 36 participants
from 18 countries, including representatives of many agencies
and organizations. Systematic reviews of the evidence were
prepared on topics with newly published evidence since the
meeting in 2000; they were presented to the Working Group
and provided the basis for their decision-making. A Guideline
Steering Group (GSG), comprising seven external members,
was established for this edition. The GSG was formed to advise
WHO on behalf of the larger expert Working Group on matters
related to emerging published evidence on topics covered by
the guideline during interim periods between expert Working
Group meetings.

The fourth edition of the MEC was based on the
recommendations of an expert Working Group meeting

held at WHO on 1-4 April 2008, which brought together

43 participants from 23 countries, including nine agency
representatives. Eighty-six new recommendations were
developed and 165 recommendations were revised for the
fourth edition. All members of the expert Working Group
were asked to declare any conflict of interest and three of
the experts declared conflicts of interest relevant to the
subject matter of the meeting. These conflicts of interest
were determined not to be sufficient to preclude the experts
from participating in the deliberations and development of
recommendations and thus they were not asked to withdraw
from this process.

The Guidelines Review Committee (GRC) was established

by the Director-General of WHO in 2007 to ensure that WHO
guidelines are of a high methodological quality and are
developed through a transparent, evidence-based decision-
making process. The fourth edition of the MEC was reviewed
by the newly established GRC and was approved on 16
September 2009.

To assure that the guidelines remain current between
guideline meetings, new evidence is identified through an
ongoing comprehensive bibiliographic search (the Continuous
Identification of Research Evidence, or CIRE system)1.This
evidence is synthesized and reviewed. In circumstances where
new evidence warrants further evaluation, the GSG is tasked
with evaluating such evidence and issuing interim guidance
if necessary. Since the release of the fourth edition of the
MEC, interim guidance has been issued twice. At the request
of the GSG, WHO first convened a technical consultation on
26 January 2010 via teleconference to review new evidence
regarding the risk of venous thromboembolism (VTE) in
postpartum women. The teleconference brought together
members of the GSG and three experts on VTE during the
postpartum period. All participants in the consultation were
asked to declare any conflict of interest; two participants
declared a conflict of interest relevant to the subject matter,
but they were not asked to withdraw from the process of
recommendation formulation because the WHO Secretariat
and GSG did not find these conflicts of interest sufficient to
preclude them from participating in the deliberations and
development of recommendations. The GRC approved the
updated recommendations on 21 April 2010.

1 Mohllajee AP, Curtis KM, Flanagan RG, Rinehart W, Gaffield
ML, Peterson HB. Keeping up with evidence: a new system for
WHQ’s evidence-based family planning guidance. Am J Prev Med.
2005;28(5):483-90.
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Following new findings of epidemiological studies regarding
the use of hormonal contraception and HIV acquisition,
progression and transmission, a second technical consultation
was convened by WHO during 31 January — 1 February 2012.
The meeting involved 75 individuals representing a wide
range of stakeholders. Through a consensus-driven process,
the group considered whether recommendations in the MEC
pertaining to hormonal contraceptive use among women at
high risk of HIV or women living with HIV should be changed
in light of the accumulating evidence. All participants in the
consultation were asked to declare any conflict of interest;

13 participants declared an academic conflict of interest
relevant to the subject matter of the meeting. These conflicts
of interest were determined not to be sufficient to preclude
them from participating in the deliberations and development
of recommendations and so they were not asked to withdraw
from this process. The GRC approved the technical statement
presenting the conclusions and updated recommendations of
the meeting on 15 February 2012.

1.2.2 Development of the Medical eligibility for criteria
for contraceptive use, fifth edition

In preparation for the fifth edition of the document, both
approval for the planning and ultimately the final document
were obtained from the GRC. Several key aspects of the
updating process were adjusted to be in closer alignment with
requirements set forth in the WHO handbook for guideline
development authored by the GRC Secretariat.? Specifically,
these alterations included:

e creation of groups with varying roles to undertake the
revision;

e convening an additional consultation to define the scope of
the revision, giving priority to controversial topics and those
for which new evidence had emerged, including topics
addressed in interim guidance, clarifying recommendations
with a Category 2/3 classification, and drafting questions
relating to population, intervention, comparator and
outcome (PICO questions) to guide the preparation of
systematic reviews; and

e applying the Grading Recommendations, Assessment,
Development and Evaluation (GRADE) approach to evidence
review and recommendation formulation.

The groups responsible for the development of the fifth
edition of the MEC included: a WHO Secretariat; an Evidence

2 The first edition was published in 2012, the second edition in
2014.

3 For further information on GRADE, see: www.gradeworkinggroup.
org/index.htm

Secretariat including a GRADE methodologist; a Guideline
Steering Group (GSG); and a Guideline Development Group
(GDG), which was formerly called the expert Working Group

for the earlier MEC editions. The GSG, which has served as an
external advisory group to WHO on family planning guidelines
since 2003, was part of the larger GDG, to be compliant with
WHO requirements for guideline development and to gain input
from a larger advisory group. For a summary of the members
of the WHO Secretariat, the Evidence Secretariat and the GDG,
see the Acknowledgements at the beginning of this document.

1.2.3 Prioritization of topics for the revision process

On 14-15 May 2013, the first GDG meeting convened in
Ferney Voltaire, France, to initiate the revision process

for the development of the fifth edition of the MEC. Prior

to the meeting, the CIRE system' was used to identify
recommendations from the fourth edition of the MEC for which
new evidence was available.

To further inform decision-making with respect to clinical
questions and priorities, the WHO Secretariat reached out to a
broad group of stakeholders with expertise in family planning
and familiarity with the guideline, including individuals from

a number of implementing agencies, professional societies,
and WHO regional and country offices, as well as the Ministry
of Health in each of the Member States. They were asked to
voluntarily complete an electronic 24-question anonymous
survey available in English, French and Spanish, and to
forward the link for the survey to others in their professional
communities familiar with family planning and the MEC during
the period 2 March — 2 May 2013. The respondents were
asked to rank the importance of various outcomes pertaining
to topics that had been identified as priority questions for the
current revision, as well as to suggest other outcomes and
clinical questions of importance, and to give input regarding
the format of the guidance. More than 250 individuals
submitted completed surveys; these results were presented to
the GDG during the meeting to inform the prioritization process.

At the meeting, the WHO Secretariat presented brief
summaries of new evidence to the GDG to determine whether
the existing recommendation remained consistent or had
become inconsistent with the updated body of evidence.
Recommendations considered to be possibly inconsistent with
the updated body of evidence were selected for presentation
and discussion at a larger meeting convened in March 2014.
Recommendations considered to be consistent with the
updated body of evidence, and recommendations for which
no new evidence had been identified through CIRE were


http://www.gradeworkinggroup.org/index.htm
http://www.gradeworkinggroup.org/index.htm
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determined by the GDG to need no further review during the
revision process.

Also at this first GDG meeting, the members were asked to
consider whether WHO should include several new conditions,
contraceptive methods and/or formulations of methods,
based upon their global relevance and availability in multiple
countries. Participants were also asked to review the two
interim guidance documents released since the fourth edition.
Further, during this meeting the GDG was asked to address
current recommendations which were classified as category
“2/3" in the fourth edition, as earlier reviews by the GRC noted
that these recommendations may be confusing to users of the
document.

Thus, topics were prioritized for review and consideration

by the GDG at the second meeting in March 2014 based on
meeting one or more of the following criteria: topics identified
as controversial or of particular importance to the field; topics
with new evidence, for which the existing recommendation
was potentially inconsistent with the updated body of
evidence; topics with interim guidance issued by WHO since
the MEC fourth edition; newly introduced contraceptive
methods; or recommendations from the MEC fourth edition
that were determined to lack clarity by the GRC. All existing
recommendations that did not fall into one of these categories
were reaffirmed by the GRC and thus were not reviewed.

Table 1.1 Medical eligibility criteria for contraceptive use, fifth edition: selection of topics for 2014 revision

Prioritized topics reviewed by the Guideline Development Group (GDG) using the GRADE process in 2014:

e (CHC use among women with superficial venous disorders
e (CHC use by age group

2012).

e progesterone-releasing vaginal ring (PVR)
e ylipristal acetate (UPA) for emergency contraception.

identified since 2008 systematic review)
e CHC use among women with known dyslipidaemias.

1. Topics identified as important to the field and/or topics with new, potentially inconsistent evidence identified (6 topics):
e progesterone-only contraceptive (POC) use among breastfeeding women
e combined hormonal contraceptive (CHC) use among breastfeeding women

e hormonal contraceptive use among women using antiretroviral therapy
e emergency contraceptive pill (ECP) use among women with obesity (new condition added to ECP recommendations).

2. Interim guidance issued by WHO since the MEC fourth edition (2 topics):
e (CHC use during the postpartum period (guidance updated in 2010)
e hormonal contraceptive use among women at high risk of HIV acquisition and women living with HIV (guidance reaffirmed in

3. New contraceptive methods added to the MEC for the fifth edition (4 methods):
e subcutaneously-administered depot medroxyprogesterone acetate (DMPA) 104 mg
e 2-rod levonorgestrel (LNG)-containing implant with 75 mg LNG/rod, approved for 4 years of use, i.e. Sino-implant (Il)

4. Recommendations reviewed by the GDG for clarity, as required by the Guidelines Review Committee (GRC) (2 topics):
e intrauterine device (IUD) use among women with increased risk of sexually transmitted infections (STIS) (no new evidence

e reaffirmed by the GDG in March 2014.

All other existing recommendations from the MEC fourth edition (approximately 2000 recommendations):?

CIRE: Continuous Identification of Research Evidence; GRADE: Grading Recommendations, Assessment, Development and Evaluation.

@ Evidence continuously monitored using CIRE system. Topics not prioritized for 2014 update.
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For the topics outlined in Table 1.1, the GDG developed
questions using the PICO format (i.e. questions with specified
populations, interventions, comparators and outcomes) to
serve as the framework for the systematic reviews and GRADE
evidence tables. In order to inform the MEC recommendations,
PICO questions generally guide the systematic review to focus
on studies of populations with the condition or characteristic
of interest using a specific contraceptive method compared
with the same population not using the method, reporting on
critical safety outcomes. PICO questions were also crafted to
also identify relevant indirect evidence that may have included
comparator populations without the condition or characteristic
of interest using the same method, or reporting on surrogate
outcomes. These systematic reviews, therefore, assessed the
safety risks of using a given method among women with a
particular medical condition or characteristic. The remainder
of the existing recommendations were determined to be
consistent with the body of published evidence and did not
need to be formally reviewed for this revision.

1.2.4 Evidence identification and synthesis

For each of the priority topics listed in Table 1.1, systematic
reviews were conducted in accordance with PRISMA
guidelines to answer PICO-formatted questions regarding
safety outcomes.* The systematic reviews may be accessed

in Annex 2. In general, the PubMed and Cochrane databases
were searched for studies published in any language in a
peer-reviewed journal up to 15 January 2014, to inform

the systematic reviews. Reference lists and direct contact

with experts in the field were also used to identify other
studies, including those in press; neither grey literature nor
conference abstracts were included in these reviews. Due to
heterogeneity of study designs, contraceptive formulations

and outcome measures, meta-analyses were generally not
performed. The quality of evidence presented in individual
studies within a systematic review was assessed by review
authors using the United States Preventive Services Task Force
system.5 GRADE evidence profiles were then prepared by a
GRADE methodologist to assess the quality of the summarized
evidence and include the range of the estimates of effect for
each clinical outcome assessed. GRADE evidence profiles were
prepared for each PICO question for which evidence was found
and clinical outcomes were reported. The systematic reviews
that resulted from this process were peer-reviewed by selected

4 Moher D, Liberati A, Tetzlaff J, Altman DG; The PRISMA Group.
Preferred reporting items for systematic reviews and meta-analyses:
the PRISMA Statement. PLoS Med. 2009;6(6):e1000097.

5 Harris RP, Helfand M, Woolf SH, Lohr KN, Mulrow CD, Teutsch SM,
et al. Current methods of the U.S. Preventive Services Task Force: a
review of the process. Am J Prev Med. 2001;20(3 Suppl):21-35.

members of the GDG, and final drafts were made electronically
available to all GDG members prior to the consultations.
Printed copies of GRADE evidence profiles for each topic were
also given to each GDG member during the March 2014 GDG
meeting. The written and orally presented systematic reviews
and GRADE evidence profiles served as the basis for the GDG’s
deliberations.

1.2.5 Decision-making during the Guideline
Development Group meetings

During 9-12 March 2014 and 24-25 September 2014, WHO
convened a series of GDG meetings to review the evidence

for the priority topics and, where appropriate, revise specific
recommendations in the MEC. Members of the GDG and
members of the External Peer Review Group (who did not
participate in the GDG meeting) submitted Declaration of
Interest forms to the WHO Secretariat: 14 individuals declared
an academic conflict of interest relevant to the MEC guidance.
The WHO Secretariat and the GDG reviewed all declarations of
interest and, with the exception of two members (Dr Glasier
and Dr Sitruk-Ware), found no conflicts of interest sufficient

to preclude anyone from participating in the deliberations

or development of recommendations. In the case of the two
exceptions, the WHO Secretariat and the GDG agreed that
their disclosed academic conflicts of interest were sufficient
to preclude them from participating in the deliberations and
development of recommendations relevant to ulipristal acetate
(Dr Glasier) and the progesterone-releasing vaginal ring

(Dr Sitruk-Ware). For details of the declared academic interests
see Annex 1.

The GDG considered the overall quality of the safety evidence,
paying particular attention to the strength and consistency

of the data, according to the GRADE approach to evidence
review. In most cases, the quality of evidence pertaining

to each recommendation was low or very low and only
addressed potential harms related to contraceptive use. To
arrive at a category designation, within the range 1-4, the
GDG considered these potential harms, the GRADE evidence
profiles, the benefits of preventing unintended pregnancy, as
well as the other GRADE constructs of values and preferences.

The GDG endorsed an approach to patient preferences and
values that prioritized the availability of a wide range of
contraceptive options, as women vary in their preferences
regarding contraceptive selection and in the value they place
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on different beneficial and harmful outcomes.® 7 In addition,
the availability of a range of contraceptive options is critical
because a woman’s contraceptive choices are made at a
particular time and in a particular societal and cultural context,
and these choices are complex, multifactorial and subject to
change.8 9 Decision-making for contraceptive methods usually
requires making trade-offs among the different methods,

with advantages and disadvantages of specific contraceptive
methods varying according to individual circumstances,
perceptions and interpretations.

Owing to the focus of this guidance on the safety of specific
contraceptive methods for women with medical conditions or
personal characteristics, opportunity costs were not formally
assessed during the formulation of these recommendations
since costs may vary widely throughout different regions.'®

Since publication of the first edition of the MEC in 1996, the
1-4 scale has been used to categorize medical eligibility for
contraceptive use. These categories are well known by health-
care providers, professional organizations, training institutions
and ministries of health as the basis for determining
contraceptive eligibility for women with medical conditions

or characteristics. As a result, to avoid confusion and retain
consistency, it was determined that recommendations would
not be defined as “strong” or “weak” according to GRADE
methodology and would instead retain the 1—4 scale reflecting
eligibility for contraceptive use.

Through consensus, the GDG arrived at new and revised
recommendations, as well as upholding the majority of the
existing recommendations using the categories 1-4. For
the topics they reviewed in 2014 (see Box 1.1), the GDG

6 Madden T, Secura GM, Nease RF, Politi MC, Peipert JF. The role of
contraceptive attributes in women’s contraceptive decision making.
Am J Obstet Gynecol. 2015;pii: S0002-9378(15)00107-6. [Epub
ahead of print]

7 Hooper DJ. Attitudes, awareness, compliance and preferenc-

es among hormonal contraception users: a global, cross-sec-

tional, self-administered, online survey. Clin Drug Investig.
2010;30(11):749-63.

8 d’Arcangues CM, Ba-Thike K, Say L. Expanding contraceptive
choice in the developing world: lessons from the Lao People’s Repub-
lic and the Republic of Zambia. Eur J Contracept Reprod Health Care.
2013;18:421-34.

9 Blanc A, Tsui AO, Croft TN, Trevitt JL. Patterns and trends in ado-
lescents’ contraceptive use and discontinuation in developing coun-
tries and comparisons with adult women. Int Perspect Sex Reprod
Health. 2009;35(2):63-71.

10 Singh S, Darroch JE. Adding it up: costs and benefits of contra-
ceptive services — estimates for 2012. New York (NY): Guttmacher
Institute and United Nations Population Fund (UNFPA); 2012 (https://
www.guttmacher.org/pubs/AlU-2012-estimates.pdf, accessed 24
March 2015).

considered the potential benefits and risks of contraceptive
method use with respect to each of the medical conditions or
personal characteristics assessed.

Owing to the public health importance of recommendations

on hormonal contraceptive use for women at risk of HIV and
women living with HIV, and based on encouragement from

the GDG, WHO issued its contraceptive eligibility guidance for
women living with HIV or at high risk of acquiring the infection
in advance of the entire guideline revision. The document,
Hormonal contraceptive methods for women at high risk of HIV
and 