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Progestogen-only Pills: FSRH CEU Response to Public Consultation 
 

The FSRH CEU would like to thank the individuals and representatives from our stakeholder organisations who have provided feedback.  

 

Comments on recommendations and main body of text 

Individual 

/organisation 

Location in 

guideline 

Comments CEU’s Response 

Individual/ 

Peer Reviewer 

P8, section 3 In the text it could mention the word minipill as a 

commonly used term. Is in two references only 

 

Although we acknowledge that the term minipill is one that is used by 

some clinicians and some patients, it is not a term that is encouraged. 

Some people have used it with reference to traditional POP’s and others 

to all POP’s thus there can be confusion. The term was not used in the 

previous version of this guideline and we would not want to encourage its 

use going forward. 

Individual/ 

Peer Reviewer 

P8, section 3 Reference could be made comparing POP to IUS as 

alternatives. If tolerate POP then will be Ok with IUS 

 

It is not appropriate to compare POP with IUS. Most POP’s contain a 

different progestogen to that released by the LNG-IUS and the 

mechanism of contraceptive action is entirely different. Clinical experience 

regularly demonstrates that people’s experience is very different with 

these different methods. 

Individual/ 

Peer Reviewer 

P9, section 5  Consideration to be given to changing the heading to 

‘What are Progestogen-only pills and how do they 

work’ (as above for the overall title) to reflect the 

variation between the DSG and DRSP POPs and 

traditional POPs? 

Yes it is appropriate to make this change- change made thank you. 

Individual/ 

Peer Reviewer 

P9, section 5 The sentence that states DRSP could theoretically 

offer benefit for acne and blood pressure for example 

is potentially confusing as this is not addressed (ie is it 

useful or not) later in the document – suggest either 

delete or say that there are no evidence-based clinical 

benefits etc? 

Text updated to reflect this 
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Individual/FSRH 

Member 

P9 section 5  When was it [DRSP]  available? It is strongly promoted 

in the text and tables yet may not have the universal 

application of other POPs 

 

The current POP of choice from the clinical perspective 

is Desogestrel POP as well tried, 12hr window of use, 

less side effects than OC Pill. Is it a clear-cut choice as 

other POP 3hr window and not affect ovulation 

We are hoping the DRSP POP will be available soon after the POP 

guideline is published and we will amend the wording as required to reflect 

this. 

 

There is no evidence that the DSG POP has fewer side effects than 

combined oral contraception to which we think you are referring. We 

cannot yet know how, in clinical practice, the DRSP POP will perform in 

terms of side effects and acceptability. It has a longer pill taking window 

which could potentially improve compliance compared to the DSG POP. 

An individual who experiences significant side effects with the DSG POP 

might potentially tolerate the DRSP POP differently as it is a different 

progestogen molecule.  

The DRSP POP is not promoted by this guideline but is presented as an 

alternative contraceptive option and the evidence relating to its use is 

required to inform prescribing decisions. FSRH CEU welcomes 

broadening of choice of effective contraceptive options and will continue to 

report on evidence relating to the DRSP POP as studies emerge and 

clinical experience is gained. 

 

It is noted that the traditional POP may still be a useful choice for those 

who have been unable to tolerate other contraceptive options. 

Individual/FSRH 

Member 

P9, section 5 “DRSP could theoretically offer benefit for acne and 

blood pressure, for example”. This is early in guidance 

and risks conversion to a guidance and drug promotion 

point. Suggestion indicate that it is below a level D and 

not yet good practice 

Amended in response to a similar comment 

Individual/FSRH 

Member 

P9, section 6 ...also promotes a newer medication DRSP and 

indicates this guidance supports a four day break when 

this could increase the risk of pregnancy and could be 

seen to perpetuate the myth that a regular period is 

needed.  

 

A significant advantage of the POP is reduced or no 

period and regular usage which is more of the 

headline: 

 

Bleeding is extremely variable for DSG POP users. While some will have 

fewer bleeding days or amenorrhoea this is not the case for all users and 

clinical experience is that a significant number of users find their bleeding 

pattern unacceptable. The DRSP POP offers an alternative that could 

confer a different bleeding pattern for those with problematic bleeding on 

the DSG POP. The DRSP POP is not promoted by this guideline but 

presented as a new alternative. There is no evidence that having a HFI 

reduces contraceptive effectiveness compared to continuous DRSP POP 

pill taking. FSRH CEU will continue to report on emerging evidence and 

clinical experience with the new DRSP POP 
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Individual/ 

Peer Reviewer 

Page 9, 

section 7 

Overall, the document flows well, but the heavy use of 

parentheses/parentheticals at the beginning of the 

document (pg. 9 – 13) impacts the readability of the 

document.  I would suggest incorporating what is 

contained within the parentheses into the text, if 

needed.  Otherwise, if the information is extraneous, it 

should be removed.  The use of parentheses when 

referring to research studies throughout the document 

is helpful and appropriate 

Thank you for your opinion and suggestions. This has not been picked up 

by other reviewers- we do of course all have different writing and reading 

styles and preferences. We will bear this is mind when finalising the rest of 

the document. 

Individual/FSRH 

Member 

P10, L8 ‘Sperm does not survive for more than a few hours’ – 

isn’t this inconsistent with the other FSRH guidelines 

which suggest 5-7day survival? 

It appears that sperm survive in the upper genital tract for up to 5 days. In 

the lower genital tract however, conditions are acidic, hostile to sperm 

and it is correct to say that sperm to do not survive here for more than a 

few hours. If a POP is being used, sperm penetration into the upper 

genital tract is blocked by the cervical mucus effect. 

We have highlighted the word 'lower' in bold to ensure that this is clear in 

the guideline. 

Individual/ 

Peer Reviewer 

P10 section 7 I wonder if somewhere (here or later in the missed pill 

section and in the appendix) it should be pointed out 

that the missed pill rules for the DRSP POP mimic 

those of CHCs (with the HFI) – useful for clinicians 

perhaps? 

Our concern with this approach is that they are not exactly the same. After 

much consideration it was decided not to make such a comparison, to 

avoid confusion. 

Individual/FSRH 

Member 

P10, Table 1 Re missed pill guidance: The majority of text covers 

DRSP and so it is more prominent. However this is 

because there are more advice issues eg missed pill 

risk 

Clearly where missed pill rules are required to be more complex (as with 

CHC) more information, and thus text, is required. No change needed- all 

3 POPs covered appropriately 

Pharmaceutical 

Company 

P10, L11 It is more helpful in this sentence to specify that ‘late’ 

means more than 24 hours.  Proposed rewording, “EC 

could therefore be required if the individual is more 

than 24 hours late restarting after a HFI” 

Wording amended. It is not just the first pill after the HFI that is relevant to 

ongoing effective contraception. 

Pharmaceutical 

Company 

P10,L32 The point is made that evidence is limited to suggest a 

difference in efficacy between old LNG POP and 

DSG/DRSP.  It would be perhaps more balanced if the 

pearl indices were quoted here:  

LNG = 4 and DSG/DRSP <1 (These can be found in 

the SmPC of the products) 

Pearl Indices vary significantly between studies, some of which report 

pregnancies that reflected true method failure only while others do not.  

We acknowledge that the pearl indices quoted in the summaries of 

product characteristics differ, however not all evidence is consistent with 

the studies quoted. This is evident from the text later in this section- the 

evidence base is broader than that represented in the SPCs. 
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Individual/FSRH 

Member 

P11, L2 “The evidence” should read “impact on ovulation” as it 

does not cover traditional POPs. It also gives the 

newer DRSP more prominence to the reader. 

Comment noted and title amended 

Individual/ 

Peer Reviewer 

P11, L6 and 

L21 

Please separate the data concerning return of 

ovulation after termination of POP use from that on 

ovulation during POP use (start with new line / 

paragraph etc). I.e. sentences ‘Data for return of 

ovulation…’ (line 6) and ‘In both treatment…. ‘ (line 

21). 

Noted and amended 

Individual/ 

Peer Reviewer 

P11, L26 A ‘new progestogen’? Ref from 2001. Is paragraph 

needed – consider removing. 

We are talking here about the data from this study which relate to use of 

the DSG POP 

Individual/ 

Peer Reviewer 

P11, section 8 The typical use risk of pregnancy is quoted as 9% in 

the first year of use – should this be updated to the 

newer figure of 7%? 

Sundaram A, Vaughan B, Kost K, Bankole A, Finer L, 

Singh S, et al. Contraceptive Failure in the United 

States: Estimates from the 2006-2010 National Survey 

of Family Growth. Perspect Sex Reprod Health. 

2017;49(1):7-16. 

Wording updated 

Individual/ 

Peer Reviewer 

P12, L15 Mifepristone is not a traditional POP. Consider 

removing / rewording this para as this study has to do 

with ‘innovative’ new approaches to hormonal 

contraception. 

We are not suggesting that mifepristone is a traditional POP. We included 

this study only because it contained an arm in which subjects took 0.03mg 

LNG thus there were some data that related to risk of pregnancy 

associated with use of LNG-POP. The study adds little to the evidence 

base but is there for completeness. Wording amended. 

Individual/ 

Peer Reviewer 

P14, section 

9.1 

Could the vomiting recommendation be simplified – a 

few hours is perhaps too vague for a recommendation 

– similarly the manufacturers advice for 3-4 hours for 

DSRP and DSG is not helpful – could you say 2 hours 

for the traditional POPs and 4 hours for the 

DRSP/DSG POPs? 

We cannot unfortunately be specific about the time after pill taking at 

which contraceptive effectiveness would be affected by vomiting 

Individual/FSRH 

Member 

P15, section 

9.2 

Diarrhoea – shouldn’t we advice ct pill but use extra 

precautions till diarrhoea settles then 48hr after? 

To avoid duplication we have directed to follow missed pill rules, with a 

link. 

Individual/FSRH 

Member 

P15, section 

9.2 

In the CHC recommendations it states severe 

diarrhoea for > 24 hours which is not evidence based 

but is helpful for clinicians – could the same be 

recommended here? 

This was not what was decided by the GDG- no change. 
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Individual/FSRH 

Member 

P15, section 

9.3 

Is ‘having obesity’ the new way of saying obese? – 

sounds odd but since you have been consistent I 

assume this is the new correct way of phrasing… it 

does imply obesity is an illness/condition rather than a 

descriptor  

It has become standard practice to refer to ‘individuals with obesity’. This 

was discussed at length at the time of development of the OOC guideline. 

No change 

Individual/ 

Peer Reviewer 

P15, L25 Consider rewording as: … that ingestion of single…   

…sperm migration in samples of cervical mucus 

collected (from women) at 12 hours…. 

Text changed 

Individual/FSRH 

Member 

P16, Section 

9.4 

Isn’t this slightly at odds with advice in other FSRH 

guidelines? 

 

Overweight/obesity guidance: ‘Women should be 

advised that the effectiveness of oral contraception 

(OC), including oral EC, could be reduced by bariatric 

surgery and OC should be avoided in favour of non-

oral methods of contraception.’ 

 

UKMEC: ‘Conditions that May Pose a Significant 

Health Risk During Pregnancy Women with conditions 

that may pose a significant health risk during 

pregnancy should be advised to consider using the 

most effective LARC methods, which provide a highly 

reliable and effective method of contraception (failure 

rate <1 pregnancy per 100 women in a year). The sole 

use of barrier methods and user-dependent methods 

of contraception (e.g. oral  

contraception) may not be the most appropriate choice 

for these women given their relatively higher typical-

use failure rates. 

 

Some conditions that expose a woman to increased 

risk as a result of unintended pregnancy include but 

are not limited to: 

• Bariatric surgery within the past 2 years 

Wording of KIP amended. 
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Individual/ 

Peer Reviewer 

P16, Section 

9.4 

The recommendation that there is insufficient evidence 

to inform contraceptive effectiveness with bariatric 

surgery is a tricky one given the recent evidence of no 

effect based on COCs – could there also be an 

addition of some caution in their use to help clinicians 

make a decision? 

Wording of KIP amended. 

Individual/FSRH 

Member 

P17, L15 Re the word ‘menarche’: Minor comment but it feels 

like there is a subconscious risk this is misread by skim 

reader as menopause, not menarche, because 

traditionally POP was kept for later life suggest the 

phrase “onset of periods” 

We have used this wording routinely and throughout other guidelines. 

Menarche and menopause are two completely different words. No change 

Individual/ 

Peer Reviewer 

P17,  

P19, L12/25 

In the statement on page 17 and the supporting 

statement on page 19 that the GDG suggests 

measurement of urea and electrolytes for those at risk 

of chronic kidney disease (and under the subheading 

Age on page 19 line 25)  - could it be useful to mention 

that a repeat measurement is advised 1m later as 

stated later in the document on page 50 line 10; could 

potentially also say annually in relation to prior to 

prescription for clarity? 

Thank you for pointing this out. We have ensured that it is now consistent 

throughout the document. The GDG discussed follow up at length and 

decided that there was no ‘one size fits all’ template and clinical 

judgement was required. 

Individual/FSRH 

Member 

P18, section 

10.2 

Should it read that DRSP POP will increase potassium 

absorption? 

No- the mechanism is reducing potassium reabsorption in the distal 

convoluted tubule following previous excretion of potassium proximally. 

Individual/ 

Peer Reviewer 

P19, L12 In the statement on page 17 and the supporting 

statement on page 19 that the GDG suggests 

measurement of urea and electrolytes for those at risk 

of chronic kidney disease (and under the subheading 

Age on page 19 line 25)  - could it be useful to mention 

that a repeat measurement is advised 1m later as 

stated later in the document on page 50 line 10; could 

potentially also say annually in relation to prior to 

prescription for clarity? 

Thank you for pointing this out. We have ensured that it is now consistent 

throughout the document. The GDG discussed follow up at length and 

decided that there was no ‘one size fits all’ template and clinical 

judgement was required. 
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Individual/ 

Peer Reviewer 

P19, L12 Currently says: The GDG suggests that measurement 

of U&E should also be considered prior to prescription 

of DRSP POP for individuals with significant risk 

factors for chronic kidney disease (eg, hypertension, 

cardiovascular disease (CVD), diabetes). 

 

Suggest change to : 

The GDG suggests that measurement of U&E and BP 

check should also be considered prior to prescription 

of DRSP POP for individuals with significant risk 

factors for chronic kidney disease (eg, hypertension,  

cardiovascular disease (CVD), diabetes) and U+E 

check after a month of use ( as per page 50) 

Wording amended here and also later in the guideline. 

 

 

 

 

 

 

  

Pharmaceutical 

Company 

P19, L21 The adolescent study containing 111 subjects is not 

small. It is large when compared to other studies in 

adolescents. Please remove the word ‘small’. 

We will remove the word ‘small’. It is, however noted that in the grand 

scheme of studies that consider safety and tolerability 111 subjects is 

small compared to some of the studies of thousands of individuals. 

Pharmaceutical 

Company 

P19, L23 It is true that DRSP studies did not include subjects 

over the age of 46.  The same is true of the other POP 

studies. Specifying only DRSP in this way does not 

seem balanced.  Proposed wording “As with the 

studies of other POPs, DRSP studies did not include 

patients over 46 years …” 

While it is true that studies of other POPs do not include significant 

numbers of older subjects, we DO now have long experience of their use 

in this group of individuals that we do not yet have for DRSP. The other 

important consideration is that as there could be an effect on potassium 

homeostasis and as risk of CKD increases with age safety of use of DRSP 

by older individuals is of particular importance. 

Pharmaceutical 

Company 

P20, L28 Re: ‘Studies of the DRSP POP do not include 

participants with CVD...’ 

This point may or may not be correct, however that 

depends on the definition of CVD, which is not made 

clear. In the EU DRSP studies 16% of the population 

had cardiovascular risk and in the USA studies 43% 

had risk.  The data from both of these studies is 

summarised in the following reference: Efficacy and 

cardiovascular safety of the new estrogen-free 

contraceptive pill containing 4 mg drospirenone alone 

in a 24/4 regime.  Palacios S, Colli E, Regidor PA.  

BMC Womens Health. 2020 Oct 2;20(1):218. doi: 

10.1186/s12905-020-01080-9 

These studies did not include participants with established CVD. They did 

include participants (as you say) with some cardiovascular risk factors (it 

appears mainly venous). No change 
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Pharmaceutical 

Company 

P21, L4/11 In line 4 the evidence is graded C. However, in line 11 

the text refers to a systematic review and meta-

analysis.  The evidence would appear to be an A or a 

B grade.  Please review. 

Grade C evidence is defined in our guidelines as: 

A body of evidence including studies rated as 2+ directly applicable to the 

target population and demonstrating overall consistency of results; or 

Extrapolated evidence from studies rated as 2++. 

 

Level 2++ evidence is defined as: High-quality systematic reviews of case-

control or cohort studies or high-quality case-control or cohort studies with 

a very low risk of confounding, bias or chance and a high probability that 

the relationship is causal 

 

Level 2+ evidence is defined as: 

Well-conducted case-control or cohort studies with a low risk of 

confounding, bias or chance and a moderate probability that the 

relationship is causal. 

 

The systematic review referred to are of observational studies and not of 

RCTs. The bulk of this evidence base relates to evidence from case 

controlled or cohort studies thus we consider that evidence level C is 

appropriate. 

Individual/ 

Peer Reviewer 

P21, L12 Could say the variety of POPs excluding DRSP? Yes wording amended 

Individual/ 

Peer Reviewer 

P21, L16 Impact on blood pressure comes under risk of arterial 

thromboembolism – could it have its own section? As 

per comment 2 above re DRSP and BP in the opening 

section of the Guideline it may be useful to say the 

clinical benefits/impact are unknown etc? 

After consideration we have opted to leave it like this in line with other 

guidelines, in which we discuss hypertension as a risk factor for 

cardiovascular disease. 

 

Individual/ 

Peer Reviewer 

P22, L11-17 Impact on blood pressure comes under risk of arterial 

thromboembolism – could it have its own section? As 

per comment above re DRSP and BP in the opening 

section of the Guideline it may be useful to say the 

clinical benefits/impact are unknown etc? 

After consideration we have opted to leave like this in line with other 

guidelines, in which we discuss hypertension as a risk factor for 

cardiovascular disease. 

Individual/ 

Peer Reviewer 

P22, L11-17 Was the reduction in blood pressure seen among 

obese subjects statistically significant? In the next 

sentence you state that (overall?) no clinically relevant 

changes in blood pressure… 

It is not stated whether this was statistically significant, and no confidence 

intervals are given. However, the authors state that the difference was not 

clinically relevant. We have amended the wording to clarify as much as we 

can. 
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Pharmaceutical 

Company 

P23, L17 Re: ‘No clinically relevant changes occurred in 

laboratory parameters (unspecified)’: 

The statement is not correct. The laboratory 

parameters are specified in the publication – we 

provide a copy.  Please see table 2 (page 3), table 3 

(page 4) results page 4  - Metabolic and laboratory 

effects of a progestin-only pill containing drospirenone 

4 mg in comparison to desogestrel 75 µg: a double-

blind, double-dummy, prospective, randomised study.  

Palacios S, Colli E, Regidor PA.  Eur J Contracept 

Reprod Health Care. 2021 Dec;26(6):454-461. doi: 

10.1080/13625187.2021.1957094 

This statement refers to the publication with Kimble as the lead author - an 

open label, single arm trial. That paper does not specify the parameters 

assessed. We did not include the publication that you reference here 

because it was published after the end of out literature review period and 

did not contain evidence that would change any recommendation that we 

were making. We have now appraised and included this publication for 

completeness. 

Pharmaceutical 

Company 

P23, L19 It is not true to say that the study is ‘by the Medical 

Director of Exeltis’. He is a named author (not 

uncommonly the case in clinical studies).  It seems 

unnecessary to state this – please remove or at least 

amend. 

We should, in fact, state that many of these publications have authors 

linked to manufacturers, for transparency. However, for consistency we 

will remove this comment. 

Pharmaceutical 

Company 

P23, L30 Re: ‘no clinically relevant changes in “laboratory 

parameters” (no indication given as to what these 

were)’. The statement is not correct. The laboratory 

parameters are specified in the publication – we 

provide a copy.  Please see table 2 (page 3), table 3 

(page 4) results page 4  - Metabolic and laboratory 

effects of a progestin-only pill containing drospirenone 

4 mg in comparison to desogestrel 75 µg: a double-

blind, double-dummy, prospective, randomised study.  

Palacios S, Colli E, Regidor PA.  Eur J Contracept 

Reprod Health Care. 2021 Dec;26(6):454-461. doi: 

10.1080/13625187.2021.1957094 

This statement refers to the publication with Archer as the lead author – a 

non-comparative study. That paper does not specify the parameters 

assessed. We did not include the publication that you reference here 

because it was published after the end of out literature review period and 

did not contain evidence that would change any recommendation that we 

were making. We have now appraised and included this publication for 

completeness. 

Individual/FSRH 

Member 

P24, L31 Consider adding the reference: Contemporary 

Hormonal Contraception and the risk of endometrial 

cancer. Iversen et al., Contraception 2020 

Added – checking the evidence tables the study was not initially included 

as it does not provide evidence specific to POP. However, given the 

dearth of evidence, we have opted to include the study. 
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Individual/FSRH 

Member 

P24, L31 Currently says: The extremely limited available data 

from studies8,76–78 including only small numbers of 

POP users suggest no association between POP use 

and endometrial cancer or a possible protective effect. 

 

Could this be clarified please: 

 Are you saying that the data suggest no association 

between POP use and possible protective effect 

OR the data suggest a possible protective effect? 

Wording amended. Thank you for pointing out that clarification is required. 

 

Individual/ 

Peer Reviewer 

P25, section 

11.7 

I wondered if there could be a recommendation re 

ovarian cysts (ie don’t worry about them) as it is quite a 

common issue encountered in clinical practice which 

may cause unnecessary anxiety. 

We wouldn’t want to risk people ignoring larger cysts or small complex 

cysts based on their small size. We suggest that management of ovarian 

cysts (whether on POP or any other HC or no contraception) is beyond 

the scope of this guidance. We have, however, amended the text for 

clarity. 

Individual/FSRH 

Member 

P25, L17 Currently says: The evidence suggests that it is not 

uncommon for users of POP to experience ovarian 

cysts… The evidence also demonstrates that ovarian 

cysts are  found in users of non-hormonal 

contraception and in people using no contraception 

 

I wonder if we could use the language found in other 

parts of the guideline to summarise: 

Eg “The available evidence does not establish a causal 

relationship between POP use and [ovarian cyst]” – 

taken from page 34 line 28  

Or “Whilst users of POP may experience ovarian cyst 

during use, there is not clear evidence that POP use 

causes [ovarian cyst]” – taken from p38 line 2 

GDG did not want a KIP/recommendation. However, we have amended 

the wording. Thank you for pointing out that this needed clarified. 

Pharmaceutical 

Company 

P25, L26 In this section about ovarian cysts, it may be useful to 

add the 2 comparative phase II studies by Duikers 

where no ovarian cysts were observed albeit over a 

short treatment duration.   

 

Maintenance of ovulation inhibition with a new 

progestogen-only pill containing drospirenone after 

Duijkers 2016 - only one cycle of correct use considered. No change. 

 

Duijkers 2015 - The study doesn’t define the large follicle-like structures 

as “cysts”, but other publications referenced here do (at variable diameter 

down to 25mm). So we have added this study for completeness but 

described the findings for clarity, rather than saying “no cysts”. 
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scheduled 24-h delays in pill intake.  Duijkers IJM, 

Heger-Mahn D, Drouin D, Colli E, Skouby 

S.Contraception. 2016 Apr;93(4):303-309. doi: 

10.1016/j.contraception.2015.12.007. Epub 2015 Dec 

17  

 

A randomised study comparing the effect on ovarian 

activity of a progestogen-only pill (POP) containing 

desogestrel and a new POP 

containing drospirenone in a 24/4 regimen.  Duijkers 

IJ, Heger-Mahn D, Drouin D, Skouby S.Eur J 

Contracept Reprod Health Care. 2015;20(6):419-27. 

doi: 10.3109/13625187.2015.1044082.  

Individual/ 

Peer Reviewer 

P26, L21 Small study with only abstract available, and using an 

experimental preparation (intranasal NET-POP?) not 

commercially available. Needed? 

Agree. Removed 

Individual/ 

Peer Reviewer 

P27, section 

11.9 

Consider a recommendation around bone density as 

an important issue? 

GDG did not want a KIP here. We can’t be reassuring as we don’t know 

for certain what the effect is or how that compares to other POC. Suggest 

that discussing it in the guideline at all is adequate. 

Individual/ 

Peer Reviewer 

P28 Re the bleeding pattern recommendations: 

I noticed that these 3 recommendations say ‘can’ 

rather than ‘should’. Because discussion of bleeding 

pattern is such an important aspect of a POP 

consultation/discussion I wonder if the wording should 

be ‘should’ to clearly highlight the importance of this’ 

Agree – changed as suggested 

Individual/ 

Peer Reviewer 

P29,L23 Amenorrhoea after a year of use is quite a useful piece 

of information to provide to potential users  - in the 

DSG section it states about half of subjects report 

either amenorrhoea/infrequent bleeding spotting – 

there is similar evidence for DRSP on page 34 line 18 

re amenorrhoea  in 35.8% and a greater proportion 

becoming amenorrhoeaic over time which could be 

useful to include higher up – I know that these data are 

incredibly challenging – congratulations on teasing it 

out (most readers will just go to the highlights as we 

know!) 

Agreed that people like to consider the amenorrhoea rate at 1 year. But 

we have to look at all the data. Other studies, one directly comparing 

DRSP with DSG suggest significantly lower rates of amenorrhoea in RP3 

(RP3 ending at 9 months of use, when the studies ended). Also difficult to 

know how much rates are affected by discontinuation. So I think we have 

to be a bit circumspect. Wording amended slightly. 
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Pharmaceutical 

Company 

P31, L7 It was the total number of days which we believe to be 

clear – propose removal of the sentence in brackets 

Thank you for clarifying: we will amend on the basis of your clarification to 

this effect. In the paper one sentence talks about scheduled bleeding days 

and the next about the number of bleeding or spotting days. As readers it 

was not clear to us whether the second sentence was referring to 

unscheduled bleeding only in both groups, or to total bleeding. The 

meaning would have been clear had the word “total” been added in the 

paper. 

Pharmaceutical 

Company 

P32, Table 4 [Pharmaceutical company] were asked about this data 

and the different timeframes for bleeding - we 

explained that the more stringent definition of 

prolonged bleeding to 10 days (rather than 14) is the 

current measure preferred by the regulatory bodies 

and perhaps more relevant to women’s experience.  

Strongly recommend replacing the 14 day data with 

the 10 day data.   

 

In the same table, only RP1 and RP3 are included in 

the table, not RP2 .  RP1 and 2 are both relevant given 

adherence to the POP is likely to be decided earlier 

rather than later.  Propose inclusion of RP2 data to the 

fuller picture is understood by the reader. 

We chose to use data in which ‘prolonged bleeding’ is defined as >14 

days, as this is directly comparable to the earlier traditional POP/DSG 

POP study. We are not sure that the difference between a 10-day bleed 

and a 14-day bleed is significant when advising a user – they may well 

find both of these unacceptable. If the reader wishes a fuller picture, they 

can refer to the original paper. No change. 

Individual/ 

Peer Reviewer 

P36, L26 PMS is only mentioned once at the end of the heading 

mood changes in relation to DRSP POP  – could this 

stand alone (be slightly expanded to other POPs – 

understanding a lack of evidence!) 

Some clinicians have speculated that DRSP POP could be useful for 

management of PMS/PMDD (based perhaps on claims initially made for 

Yasmin). We have included this here as it may be a FAQ, but 

management of PMS/PMDD is beyond the scope of this guidance. 

Individual/ 

Peer Reviewer 

P37, L35 This section describes the impact (ie none) of DRSP 

on acne – as this is a section on side effects could 

there be  small section on non contraceptive benefits 

(which would explain they are lacking) for POPs – this 

could be a place to explain that the positive benefits of 

DRSP containing oral methods only relates to CHCs 

because of the estrogen effect on SHBG etc – the 

sentence re the impact of LNG and DRSP on SHBG 

may not be immediately clear to all readers? 

Thank you for this comment. We don’t actually know that there is no 

benefit for DRSP POP users with acne. However clinicians might expect 

benefit and look in the benefits section. Therefore sentence added to the 

non-contraceptive benefits section stating that this has not been studied. 

 

Individual/ 

Peer Reviewer 

P39, section 

12.5 

at top in key info level D – says there is not clear 

evidence – ‘no’ probably better?  

There is “some” evidence, so incorrect to say “no” evidence, but there is 

not clear evidence. No change. 
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Individual/ 

Peer Reviewer 

P39, section 

12.5 

May be useful to contain a section on DRSP  and 

weight – if despite potential diuretic effects no 

sustained weight loss 

Checked- no direct evidence. Few words added to non-contraceptive 

benefits section to clarify no evidence re effect on weight. 

Individual/ 

Peer Reviewer 

P39, section 

13 

I note there is no reference at any stage to the use of 

progestogen only pills as to whether they can provide 

endometrial protection from hyperplasia in women with 

PCOS. I suspect there is no evidence but wonder if 

even that is worth saying. I note it does include a 

statement about there being no published evidence 

specific to use of DRSP POP on PMS syndrome.   

Comment added to non-contraceptive benefits section. 

Individual/ 

Peer Reviewer 

P39, section 

13.1 

Could also add no published evidence for DRSP and 

HMB (sorry to go on about DRSP but we have needed 

to delve into it all since it came on the market in 

Australia last year). 

 

I would also have the same comment as above re 

treatment for acne in that potential effects on HMB and 

dysmenorrhea are non contraceptive benefits rather 

than SEs (except when reported as a SE) so could 

potentially have a separate section? 

Clarified 

Individual/ 

Peer Reviewer 

P40, section 

14.1/14.2 

Re the initiation of the DRSP POP we made a decision 

in our Therapeutic Guidelines to treat it like all other 

OCs with a day 1- 5 start etc for immediate efficacy 

(noting it is off label – like many other things we 

recommend) – just for consideration as it will be 

counterintuitive and confusing for clinicians for whom 

we try to make the advice make sense etc to think of it 

being Quick Start from day 2 ? I realise may be hard to 

change 

Discussed at length with the GDG. Opted for Day 1 start until we have 

experience of use. 
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Individual/FSRH 

Member 

P41, Table 5 There is some inconsistency in FSRH CEU guidance 

as on the one hand most guidelines say contraception 

may be initiated up to day 5 of a cycle without the need 

to consider EC or additional contraception but the EC 

guideline says on p4 

Women who do not wish to conceive should be offered 

EC after UPSI that has taken place on any day of a 

natural menstrual cycle. 

 

“Pregnancy is extremely unlikely to occur as a result of 

UPSI in the first 3 days of a natural menstrual cycle”. 

It is established practice that methods can be started up to day 5 

(sometimes later) without need for additional contraception. We will look at 

this in the EC guideline update. 

Individual/FSRH 

Member 

P41, Table 5 – 

Column: 

Additional 

contraceptive 

precaution 

required?  

 

Currently says : 

“Yes, AND retain Cu-IUD for 7 days “ 

Should this say  

…retain CU-IUD for 7 days after last UPSI?? 

If so then changes would apply to Table 7 also 

(switching from LNG IUS) 

 

Yes agree. Thank you for pointing this out. Tables updated 

Individual/FSRH 

Member 

P42, Table 6 

Column: 

Additional 

contraceptive 

precaution 

required?  

After childbirth if LAM applies > Up to 6 months after 

delivery 

Currently says: No (to additional precautions) 

 

But should this say: 

“No – as long as LAM maintained for 2 days for 

traditional or DSG POP or 7 days for DRSP POP) 

I don’t think we should need to be this specific. LAM is not an exact 

science. Added, however. 

Individual/FSRH 

Member 

P42, Table 6 

Column: 

Follow-up 

<6 weeks after miscarriage….> UPSI after day 5 

Currently says: Yes ( to follow up) 

 

Should this be expanded to clarify what follow up? 

Thank you for this comment. Wording amended to highlight need for PT. 

We are not, however, stipulating the timing of the PT as will depend on 

timing of UPSI with regard to end of pregnancy 

Individual/FSRH 

Member 

P44, table 7 Title of table: Switching from another HORMONAL 

contraception 

Agree - changed 

Individual/ 

Peer Reviewer 

P44, table 7 IMP??? – Implant (?) Spell out (IMP not listed in the list 

abbreviations (page 3)) 

 

We have changed to ENG-IMP which is the abbreviation that we use in 

the implant guideline for the etonogestrel implant. ENG-IMP added to the 

abbreviations list at the foot of this table alongside the other relevant 

abbreviations. 
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Individual/ 

Peer Reviewer 

P44, table 7 Recommended time of condom use in select situations 

is either 2 or 7 days depending on the use of DSG or 

DRSP-POP. The different recommendations probably 

come from SPC texts than research studies. Maybe 

this could be highlighted. 

We have written in a key information point that we are doing this to align 

with manufacturer guidance. No change. 

Individual/FSRH 

Member 

P47, section 

15.1 

What drug interactions are important? 

I have just read the new FSRH guidelines on drug 

interactions and there is a lot of information relating to 

potential lamotrigine toxicity in clients taking 

progestogens: should this be included here? 

Agreed, that we need to mention potential effect of POP on other drugs. 

Changes made at section 15.3 to reflect this  

Individual/ 

Peer Reviewer 

P49, section 

16.1 

There is an emphasis on providing information about 

more effective LARC methods which can be perceived 

as holding efficacy higher than characteristics that may 

be more important to the patient.  More emphasis 

could be placed on patient-centered counselling and 

shared-decision making. 

Aligns with other current FSRH guidelines. LARC is mentioned once. No 

change. 

Individual/ 

Peer Reviewer 

P49, section 

16.2 

I noticed that there isn’t a recommendation here to 

advise users about the typical and perfect use failure 

rates. I wonder if this might have been overlooked as 

there is a recommendation like that in the CHC 

guideline.” 

Agree – added new clinical recommendation 

Individual/ 

Peer Reviewer 

P49, L23 Re cervical screening should checking cervical smear 

status be changed to cervical screening status (sorry if 

I am not completely right whether there is a universal 

change from Paps to HPV testing) 

Thank you for noticing. Agreed: wording changed. 

Individual/ 

Peer Reviewer 

P51, L29 Re a 3 months supply – I probably think may put 

someone who would be best of not being pregnant at 

more risk of an unintended pregnancy – better just to 

put them on recall for a test? 

Agreed. Wording amended. 

Individual/FSRH 

Member 

P52, L28 If self-assessment checklists are used they should be 

developed and validated to ensure that they are 28 

effective. 

 

Is this something the CEU would consider developing? 

We have no resource to do this unfortunately. FSRH may wish to consider 

looking at this with a group of members. 
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Individual/FSRH 

Member 

P52, section 

19 

Information and guidance on length prescription, self 

completed checklist, remote prescribing and pharmacy 

prescribing very useful 

 

If DSG only POP given by pharmacists why can’t this 

guidance more clearly recommend DSG? 

These are all in the quick reference guide (intended for use in the busy 

clinic setting) too. 

 

Pharmacy provision of DSG POP has required a huge amount of work 

and expenditure by the manufacturers involved, to provide training and 

prescribing materials for pharmacists. This has not yet been done by 

manufacturers of other short-acting contraceptives, but that doesn’t mean 

that they could not be provided in pharmacies. Pharmacy provision does 

not itself indicate that the DSG POP is “better” than any other oral 

contraceptive. 

 

Choice of the most appropriate contraceptive for any individual depends 

on many, many factors and breadth of choice is considered important. 

This guideline is not about recommending one POP over any another. It is 

about providing the evidence and an overview of all available POPs to 

support clinicians to offer individuals contraceptive choice. 

Individual/FSRH 

Member 

P54, L25 Currently says: It has become common practice when 

there is problematic bleeding during use of a DSG 

POP to use a 25 double dose (150 μg daily). 

 

Is it common practice? What is the reference for this 

statement? 

This relies on expert experience. Wording changed as no, we don’t have 

an evidence base as to how commonly this is used. 

Individual/FSRH 

Member 

P55, section 

23.1 

Comment on the recommendation and the sentence 

below: 

 

These statements conflict? What happens age 55yrs 

compared to age 56yrs and menopause can be later. 

 

It is well established practice that contraception can be stopped at age 55 

regardless of ongoing menstruation. FSRH has a separate guideline on 

this subject.  

 

We do not consider that the two statements contradict one another but we 

have amended the wording to make the situation absolutely clear. 

Individual/FSRH 

Member 

P55, section 

23.1 

Maximum age 55yrs for POP – Should this include if 

normal U&Es after age 50 for DRSP? 

We have stated that use to age 55 is for ‘medically eligible individuals’. 

We consider that checking that DRSP POP is suitable is included in 

checking that the user is medically eligible. No change. 



 

17 

 

 
Individual/FSRH 

Member 

P56, table 9 Switching rules from DRSP correctly taken (table 9) 

complex – risk of error. It would be simpler to have D8-

24 no additional precautions; all other times switch and 

use condoms for 7 days. 

Different clinicians have (widely) different views on how complex or basic 

these tables should be.  

 

On balance, we find that if we make very basic rules they end up having to 

err heavily on the side of caution. This means that patients may be given 

advice that is too punitive. Clinicians then contact us to ask why the tables 

aren’t more nuanced.  

 

The table is accurate, because actions during the HFI and Days 1-7 

depend on whether there has been UPSI associated with the hormone-

free interval. Thus guidance in this table is similar to that in the CHC 

guidance. 

Individual/FSRH 

Member 

P59, L18/27 ‘...ovulation occurred at the earliest on day 9 of the 

post-treatment cycle…. 

…the minimum time from 26 last tablet intake to first 

post-treatment ovulation was 7 days’. 

 

Presume the evidence is not strong enough to alter the 

missed pill rules!? 

The evidence is probably too limited, especially as people may be missing 

any combination of pills. We don’t know how many pills would have to be 

missed and in what combination to allow later ovulation – the rules could 

become extremely complicated. But also if we significantly changed the 

missed pill rules so that they were totally at odds with the manufacturer 

guidance we consider that this would cause significant patient confusion. 

We suggest though that this is something that may change in future. 

Individual/ 

Peer Reviewer 

P59, section 

23.4 

If needed, the evidence for planning pregnancy (23.4) 

could be shortened and linked to section 8 which 

contains the same information 

We plan to have the evidence sections hidden with links that can be 

opened if the reader wishes to peruse the evidence. The 3 studies in this 

evidence section are all mentioned in section 8 but the evidence is 

presented differently to reflect the subject. Not all the evidence in section 

8 relates to planning pregnancy- would be difficult to pick the relevant 

evidence out. No change. 

Individual/ 

Peer Reviewer 

P59, section 

23.4 

Planning pregnancy repeats some of the text / data 

which has already been presented. Maybe justified as 

not all read the entire guideline…) 

We plan to have the evidence sections hidden with links that can be 

opened if the reader wishes to peruse the evidence. The 3 studies in this 

evidence section are all mentioned in section 8 but the evidence is 

presented differently to reflect the subject. Not all the evidence in section 

8 relates to planning pregnancy- would be difficult to pick the relevant 

evidence out. No change. 
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Other comments 

Overall usefulness 

We are grateful for the very kind comments from reviewers that recognise the value of this guideline in informing clinical practice.   

 

Guideline layout, writing style and length 

We fully acknowledge that the guideline is lengthy. The guideline was written with a digital format in mind; we anticipate users will go directly to specific 

sections and therefore felt that it was important for each section to have enough information to be a stand-alone document. Where possible, to avoid 

duplication of text, readers have been signposted to the relevant sections of the guideline for further details.  

 

A quick reference summary will be produced that will include the useful tables and figures to support clinicians to using the guideline during consultation. 

 

The FSRH CEU has considered the feedback to explore ways to improve on the accessibility of the guideline. An innovation to the presentation of the 

guideline is to relocate the evidence supporting the clinical recommendations and key information points to an appendix; hyperlinks will be included in the 

main text to direct readers to the relevant evidence section in the appendix and a hyperlink will bring readers back to the relevant section in the main 

guideline.  

 

FSRH guideline Progestogen-only Pills can be accessed here. All comments on the FSRH Progestogen-only Pills guideline can be sent directly to the CEU 

via the FSRH website (www.fsrh.org). 
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(FSRH), the largest UK professional membership organisation working at the heart of sexual and reproductive healthcare. The CEU promotes evidence 

based clinical practice and it is fully funded by the FSRH through membership fees. It is based in Edinburgh and it provides a member’s enquiry service, 
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