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Consultation on draft guideline – deadline for comments 5PM on 12 September 2017 email: DepressionInAdultsUpdate@nice.org.uk 

	 
	Please read the checklist for submitting comments at the end of this form. We cannot accept forms that are not filled in correctly. 
We would like to hear your views on the draft recommendations presented in the short version and any comments you may have on the evidence presented in the full version. We would also welcome views on the Equality Impact Assessment.
We would like to hear your views on these questions:

1. Which areas will have the biggest impact on practice and be challenging to implement? Please say for whom and why.
2. Would implementation of any of the draft recommendations have significant cost implications?
3. What would help users overcome any challenges? (For example, existing practical resources or national initiatives, or examples of good practice.)
See section 3.9 of Developing NICE guidance: how to get involved for suggestions of general points to think about when commenting.

	Organisation name – Stakeholder or respondent (if you are responding as an individual rather than a registered stakeholder please leave blank):
	[University of Essex]

	Disclosure

Please disclose any past or current, direct or indirect links to, or funding from, the tobacco industry.
	[none]

	Name of commentator person completing form:
	[Dr Susan McPherson]

	Type
	[office use only]
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Or  ‘general’ for comments on the whole document
	Line number

Or  ‘general’ for comments on the whole document
	Comments

Insert each comment in a new row.

Do not paste other tables into this table, because your comments could get lost – type directly into this table.
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	We are concerned that this recommendation may imply that …………...
Question 1: This recommendation will be a challenging change in practice because ……

Question 3: Our trust has had experience of implementing this approach and would be willing to submit its experiences to the NICE shared learning database.  Contact……………….
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p506

	General
5 onwards

	We are concerned that the Draft Revision’s decision to separate the analyses of Chronic Depression [CD] & Treatment Resistant Depression[TRD] (while also not conducting appropriate sensitivity analyses) will damage both the clinical treatments provided and future research. We suggest: 
· Restoring the position correctly taken in previous versions of the Guidance namely that the overlap of chronic depression and treatment resistant depression patient populations is so large as to render questionable the separation of TRD from CD as a means of structuring meta-analyses. 
· Cluster TRD with CD. Operationalise this in an additional meta-analysis and an evidence review (and possibly include other related categories).
· Failing the above, undertake appropriate sensitivity analyses to ascertain the robustness of proposed recommendations. These analyses will not require great extra resources. But they will greatly increase the credibility of the Draft Revision’s recommendations and the probability that they will be beneficial rather than damaging.
Justification:  Earlier versions of the Guidance decided not to use the TRD category, citing strong evidence for the existence of a more loosely defined heterogenous group of long-term, difficult to treated depressive conditions, frequently associated with dysthymia and co-morbid common mental disorders, various personality disorders/traits and serious psycho-social disability.  This well-evidenced position has been reversed in the Draft Revision - without apparent justification.  The unfortunate sense of confusion that is conveyed is compounded by the Draft Revision beginning by reminding the reader of the uncertainty in classifications of depression and emphasising that false categories give rise to confusion. We agree. Left as it stands, as the draft predicts, but regardless of itself proceeds to generate: 
· Confusion in Clinical Service Provisions: The diagnostic inclusion criteria used in TRD studies are most often narrowly pharmacological (exact dose, duration and response). They are not those used in usual clinical settings where case identification is usually descriptive and involves complex evaluations of psychosocial functioning across several domains. 

· Confusion in Research: the UK guidance will be out of line with the APA (DSM-V) and the European Psychiatric Association (EPA) guidance (2016). Both recommend a common “persistent” depression category with sub-categories for severity and degree of associated psycho-social disability.
· Confounds in Treatment Research: The Revision currently gives credence to a false dichotomy. It treats as different, users who in fact are alike in nearly all ascertainable respects. The definition of chronic depression given in the Draft reads: “Adults with chronic depression, defined by a diagnosis of depression according to DSM, ICD or similar criteria, or depressive symptoms as indicated by baseline depression scores on scales. The definition of chronic depression includes: meeting criteria for full MDD for 2 years; persistent subthreshold symptoms (dysthymia); double depression (an acute episode of MDD superimposed on dysthymia). In the case of mixed populations, if the study reports data for a subgroup with chronic depression, data for this subgroup will be extracted. If the study does not report data separately we will only include studies where over 75% of the population have a diagnosis of chronic depression. Studies with mixed populations where less than 75% of the population have chronic depression will be included in other reviews.” Many subjects in the trials included in the TRD meta-analysis will meet this definition of CD. Note Ruhe et al (2012): “because of their chronic clinical course, approximately 40% of CD patients also fulfil criteria for ‘treatment-resistant depression’’ (TRD)…… usually defined by the number of non-successful biological treatments”. Most CD patients have received multiple courses of AD’s. Most TRD patients have multidimensional psychosocial disabilities; the only difference is that TRD trials tend not to report such data.
· Chronic depression/TRD conditions are persisting. Any self-respecting RCT or meta-analysis should include the comparison of long term follow-up outcomes, not only the endpoints of short-term treatments.
Jobst A et al. (2016) European Psychiatric Association Guidance on psychotherapy in chronic depression across Europe. European Psychiatry, 33, 18 – 36.
Ruhe HG, van Rooijen G, Spijker J, Peeters FP, Schene AH. (2012) Staging methods for treatment resistant depression. A systematic review. J Affect Disord, 137, 35–45.
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	General
P201 
	General
line 4 onwards
	There are serious problems with the Draft Revision’s method of dividing trial populations by categorising baseline severity simply as more severe or less severe. We are very concerned that it leads to misleading impressions and conclusions/recommendations in which potentially valuable treatment effects are ignored:
We suggest: 
· The Revision identify and use categories and methods of analysis which are more appropriate as ways of determining the value of treatments than currently.
· Use partial remission rates as well as full remission rates particularly where baseline severity is ‘very severe’ and/or where the prognosis is poor, for example, because of the complexity or chronicity/treatment resistance of the depressive disorder. 
· Specifically, in relation to, Fonagy et al (2015) (of which the present commentator is an author): the Draft currently classes this as ‘Less severe’ in J5 for baseline severity. This trial employed the 17 item HAMD on which, the mean baseline score of the trial sample is in the ‘severe’ category.  Please correct or alternatively demonstrate the greater reliability and validity of Draft Revision’s algorithm over the 17-item HAMD’s thresholds. 

Justifications: The Draft Revision uses a single reductive proxy estimate of severity, which depends on the unevidenced assumption that a valid, reliable equivalence algorithm combining different depression rating scales is established. Most of the component measures have their own range of severity categories, validated in the literature. The Draft Revision simply seems to have ignored these. The method developed for the Draft Revision does not seem to reflect their validated categories and therefore its reliability framing for the analyses of treatments for new episode depression is questionable. Furthermore, the Draft is inconsistent even in its use of this categorisation.  On this insecure basis:
· Trials are then categorised in the Draft Revision by using mean patient scores rather than ranges of individual ones.  As a result, trials can be assigned to “less severe” by being, for example, ≤ 1 point below the chosen threshold mean, while another is assigned to “more severe” merely by being ≥ 1 point above it. Several trials have essentially identical patient populations, with large overlaps of the baseline scores of individual patients, yet are subjected to different unequal standards of comparison. Furthermore, individual patients’ symptom scores fluctuate greatly over time, yet the Draft Revision neglects follow-up and follow-along data. The single baseline severity score employed does not have a good correlation with the other important areas of disability that exist in depression. Yet after duly acknowledging their importance in preambles, the Draft Revision proceeds effectively to disregard measures of social functioning and quality of life as part of a necessary basis for recommendations.
· The Draft Revision does not always use its own measure of baseline severity consistently: in the “Further-line treatment” section it adopts instead another also dubious distinction, for example, that it draws between TRD and chronic depression.

· For patient populations in whom baseline severity is ‘very severe’, the Revision needs to take more serious account of the implications of the evidence of the extreme difficulty for some users of achieving a target of ‘full remission’ (e.g. The STAR-D study). In the interests of these patients, it is essential that the Revision takes partial remission rates into account not just full ones. 
· Specifically, Fonagy et al (2015) is currently recorded in J5 as ‘Less severe’ for baseline severity. This trial used the 17 item HAMD. According to the latter’s categories, the mean baseline score actually comes in the ‘severe’ band. We ask the GDG first to acknowledge this discrepancy and second to demonstrate exactly how the Revision’s methodology is more valid and reliable than that of the source measure, or failing this to correct this misleading classification of the severity of this Study’s patient population.
· Of course, baseline severity must be considered when judging trial outcomes. However, this can be achieved without resorting to crude dichotomising cut-offs. In this context, please note that given the wide variation in outcomes and in baseline severity, the SMD alone, as listed in J5, is inadequate from several angles, including statistically. A method for determining Reliable and Clinically Significant Change (Jacobsen & Truaux, 1991) offers a better assessment of how changes on different measures considering baseline severity, might be interpreted.  For example, IAPT data records an overall ‘recovery’ rate of 46.3% (HSCIC, 2016). Whereas, analysis of ‘reliable improvement’ (which considers baseline and end-point severity, rather than only whether the case met ‘clinical caseness’ at either point) indicates a figure of 62.2%. Using ‘reliable improvement’ in the trials included in the guideline meta-analyses would offer a fuller picture; particularly important when trials have studied the treatment of markedly severe populations for whom currently there are few moderately well-evidenced treatments available. Failing to report both partial remission or the reliable improvement rates assessed in such trials ignores the potential of the benefits that have been found for more severe and complex populations than studied generally. Again, Fonagy et al (2015) is an important case in point. 
Health and Social Care Information Centre (2016) Psychological Therapies: Annual Report on the use of IAPT services, England, 2015-16.

Jacobson, N. S., & Truax, P. (1991). Clinical significance: A statistical approach to defining meaningful change in psychotherapy research. Journal of Consulting and Clinical Psychology, 59, 12-19.

Trivedi, M.H; Rush, AJ; Wisniewski, SR, et al (2006) Evaluation of outcomes with citalopram for depression using measurement-based care in STAR*D: implications for clinical practice.  American Journal of Psychiatry 163, 28–40.
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Tables 119- 121

Tables 119-121
	Line 14 onwards
	The exclusively pharmacological criteria used to define TRD in the Draft, and its general application of the medical-model parameters of the short-term studies typically associated with drug treatments to psychological interventions, skew the Draft’s analysis of the findings of studies of psychological treatment approaches to this group of depressive disorders. As a result, valuable benefits are blocked out. Again, the study of Fonagy et al (2015) is a case in point: based on a psychological model of “TRD” (and Chronic Depression) rather than applying an antibiotic model of drug resistance, it examined the benefit of LTPP (long-term psychoanalytic psychotherapy); at two-year follow-up, a clear difference had emerged in favour of the test treatment, a difference the Draft fails to note.  
We suggest:

· that the Revision should adopt a more nuanced approach to TRD. It should fully recognise the psychological and psychosocial theories of poor responses to drug treatments that exist. It should apply standards to grading RCT’s of these treatments that are appropriate (for example, recognising that it is impossible to conceal allocation in respect of psychological treatments) and as well that long-term follow-up of any end of treatment effects reported is essential.
· And/ Or to reassign studies like Fonagy et al (2015) to the Chronic Depression section (or combine TRD with chronic depression
Justifications: 

· The definitions given of TRD (8.1.2) are exclusively pharmacological requiring operationalisation of dose and duration monitoring. They imply that the inadequate response to the agent was immediately recent or current. Trials in this category generally establish TRD solely by means of a medical-model operationalisation. For example, the Kocsis (2009) criteria read: “Inadequate response to 12 weeks of antidepressant medication according to a pharmacotherapy algorithm. Inadequate response defined as failing to meet criteria for remission (≥60% reduction in HAMD score, a HAMD total score<8, and no longer meeting DSM-IV criteria for MDD for 2 consecutive visits during weeks 6 through 12)”. Watkins (2011a) criteria similarly read “Inadequate response (score≥8 on the 17-item Hamilton Depression Rating Scale for Depression [HAMD] and score≥9 on the Beck Depression Inventory [BDI-II]) to antidepressant medication taken at a therapeutic dose as recommended by the British National Formulary and/or equivalent to 125 mg of amitriptyline for at least 8 weeks continuously during the current episode and within the past 2 months”.  All the studies in this category have these detailed medical criteria for defining TRD except for Fonagy et al (2015). The latter represents a fundamentally different approach to TRD/Chronic Depression.

· Tables 119, 120 and 121 give more detailed information about trials included in the meta-analysis of augmenting the antidepressant with a psychological intervention versus continuing with the antidepressant-only (parts 1,2, and 3). This includes Fonagy et al (2015) as the Draft classes it as an ‘augmentation strategy’. However, unlike the other trials in this class, Fonagy et al (2015) had a psychological model of the factors leading to poor responses to treatment interventions; as a pragmatic study, closely monitoring dose, duration, and responses to specific medications would introduce distortions, and so it was not done. There was no requirement in the inclusion criteria that the medication received need be recent or current: ergo, this study was not designed as an ‘augmentation strategy’.  The Draft Revision itself notes that the patient population studied by Fonagy et al (2015) meets its criteria for chronic depression (J5 columns E and V. Following these criteria, it should be placed in that category).
· In the row “Augmented/previous treatment”, information on the antidepressant agented augmented is given for each trial. Fonagy et al (2015) provide a list of various previous treatments but since it is examining resistance to all forms of treatment it includes counselling and CBT and not only medication.  There was no requirement that participants were currently or recently in receipt of medication. The intervention is not conceived as an ‘augmentation’ of medications and should not be misrepresented as though it did.
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	General

	General

	We are troubled by the Draft Revision’s failure to give proper attention to long-term follow-ups/observation periods and their outcomes rather than exclusively treatment endpoint. This omission is particularly difficult to understand when dealing with treatments for chronic/TRD/long lasting/ persisting depressions. 
We suggest: 
· When it is available, longer term follow-up data should be considered when making treatment recommendations.
· When the Study has not collected, or has only a very short follow-up, recommendations should be downgraded.  
· Particularly in sections dealing with treatments of chronic/TRD/long lasting/ persisting depressions, upgrade (in GRADE system) any RCT with long post end-of-treatment follow-ups or periods of observation and that have analysed and reported this data. 

Justifications: 
· Despite the 8.223 Review questions section in the Draft Guidance stating the high likelihood of relapse/deterioration in patients with depressions described under the heading of TRD, this - and indeed all other parts of the guidance evidence reviews/analyses – effectively ignore the necessity for long-term follow-up measures in the trials of depression treatment included; in fact, most have follow-ups of ≤ 8 weeks. The reviews of interventions in the draft guideline have taken the endpoint as the end of treatment in all cases. However, in those few trials with follow-ups and observation periods sufficiently long to offer data about the longer-term durability of end of treatment effects, the Draft gives them scant attention. Again, a prime example is Fonagy et al (2015): The Draft Revision focuses on treatment end-point; it omits the important data yielded by that study’s exceptional 182-week observation period, which showed a substantial effect of considerable potential importance to sufferers (full remission Numbers Needed to Treat (NNT)=9.6; partial remission NNT = 3.9).
· Note that persistent depression is a long-term condition and NICE does not treat any other long-term condition in this inadequate way with regards to endpoints. Diabetes (type 2 adults) for example, includes examination of outcomes ranging from 2 years up to 10 and over as would be expected. The epilepsy guideline and arthritis guideline examined evidence including 1 and 2 years follow up data and in some cases longer.  To treat depression, particularly any persistent form of depression, as a long-term condition on a par with long term physical conditions, follow-up data must be taken into account.
· Calls for RCTs of interventions for depression to include longer term follow-up have been made repeatedly. Their importance in chronic/ resistant/persisting forms of depression is great (see for example McPherson et al, 2005; Goodyer et al, 2008; Goodyer et al, 2011; Goodyer et al, 2017). According to criteria adopted by NICE as well as the APA and EPA chronic forms of depression must last at least for 2 years. Various samples report mean duration of illness as 7.8 years (Keller et al (2000)); Kocsis et al (2007) 17.7 years; Schramm et al (2011) 21.2 years; Fonagy et al (2015) 24.4 years.  Hepgul et al (2016) noted that 38% of IAPT attenders had attended IAPT previously, pointing to a high relapse rate. Given the actual mean duration of illness as opposed to the minimum to meet the criterion, there is an even stronger case for looking at data from follow-up periods in chronic forms of depression (including TRD). Westen et al (2004) argue that since many patients who respond initially to treatments will relapse and/or present to other services subsequently. Long term follow up data is therefore critical in any truly evidence-based evaluation of the therapeutic effects of treatments for depression. 

· An RCT should be considered stronger for including a significant follow-up period and reporting data analysis of those follow-up points (which should be at least 12 months and ideally 24 months or more to reflect the chronicity of the condition). Any treatment which shows significant impact at the end of treatment but for which nothing is known about in terms of follow-up is arguably a weak study, particularly in relation to chronic forms of depression. All treatments deemed to be effective and recommended for depression ought to have demonstrated an impact beyond the end of treatment.  If the effects of the treatment wear off as soon as (or soon after) the treatment finishes (or the long-term effects are unknown) then the treatment can at best be considered a reasonable sticking plaster. Treatments for physical illnesses that stopped working immediately after the end of treatment would not typically be recommended.
· Any RCT that has included significant follow-up periods after the end of treatment and have analysed and reported this data, should be upgraded for quality and the data must be included in the reviews of effectiveness and considered when making research recommendations. The Draft’s GRADE evaluations of trial quality currently disregard the importance of length of follow-up/ observation period in rating the value of the effect reported at treatment end-point. RCTs of persisting/chronic/TRD depressions should have follow-ups of at least 12 months and ideally 24 months, and should report data for these follow-up points. They should be rated higher than trials with follow-ups of a few weeks, other things being equal. 

Goodyer IM, Reynolds S, Barrett B, Byford S, Dubicka B, Hill J, Holland F, Kelvin R, Midgley N, Roberts C, Senior R, Target M, Widmer B, Wilkinson P, Fonagy P. Cognitive behavioural therapy and short-term psychoanalytical psychotherapy versus a brief psychosocial intervention in adolescents with unipolar major depressive disorder (IMPACT): a multicentre, pragmatic, observer-blind, randomised controlled superiority trial. Lancet Psychiatry. 2017;4(2):109-119.
Goodyer IM, Tsancheva S, Byford S, Dubicka B, Hill J, Kelvin R, Reynolds S, Roberts C, Senior R, Suckling J, Wilkinson P, Target M, Fonagy P. Improving Mood with Psychoanalytic and Cognitive Therapies (IMPACT): A pragmatic effectiveness superiority trial to investigate whether specialised psychological treatment reduces the risk for relapse in adolescents with moderate to severe unipolar depression: study protocol for a randomised controlled trial. Trials. 2011;12(1):175.
Goodyer IM, Dubicka B, Wilkinson P, Kelvin R, Roberts C, Byford S, Breen S, Ford C, Barrett B, Leech A, Rothwell J, White L, Harrington R. A randomised controlled trial of cognitive behaviour therapy in adolescents with major depression treated by selective serotonin reuptake inhibitors. The ADAPT trial. Health Technol Assess. 2008;12(14): iii-iv, ix-60.
Hepgul N, King S, Amarasinghe M, et al (2016). Clinical characteristics of patients assessed within an Improving Access to Psychological Therapies (IAPT) service: results from a naturalistic cohort study (Predicting Outcome Following Psychological Therapy; PROMPT). BMC psychiatry, 16(1), p52.
McPherson S, Cairns P, Carlyle J, Shapiro D, Richardson P & Taylor D (2005) The effectiveness of psychological treatments for refractory depression: A systematic review, Acta Psychiatrica Scandinavica, 111, 331-340.
Westen, D., Novotny, C. M., & Thompson-Brenner, H. (2004). The empirical status of empirically supported psychotherapies: Assumptions, findings, and reporting in controlled clinical trials. Psychological Bulletin, 130, 631– 663.; 
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	We are concerned that the Draft Revision applies GRADE inappropriately in respect of specific trials and generally. We request:

· Specifically, that the GRADE scoring of Fonagy et al (2015) is reviewed. We think it should be upgraded
· That the Revision’s GRADE scorings generally should give increased weight to studies that have collected and reported long-term follow-up data (that is progressively, ≥12 months rather than narrowly end-of-treatment ratings
· That GRADE scorings should no longer down-rate studies involving treatments where concealment is not possible: for example, those evaluating psychological forms of therapy; these involve sentient participation by sentient human subjects.
Justification:
Fonagy et al (2015) is currently rated on GRADE as of ‘very low quality’ and a ‘Risk of bias’ as very serious. The grounds given are “associated with randomisation method due to significant difference between groups at baseline, non-blind participants and intervention administrator(s)”:
· Randomisation: Fonagy et al (2015) itself drew attention to a significant difference occurring between its properly randomised groups at baseline, but this was only in respect of education levels. Other trials do not even collect or report on this variable or subsequently test for baseline differences in it. Education levels are not proven to lead to differences in responsiveness to the test intervention. The variables most likely to affect responsiveness were those used in the Fonagy et al’s, (2015) minimization protocol namely gender, baseline severity and on or off medication. No imbalances between the groups were found in respect of these. Moreover, when the chance imbalance in education was moderated for by the statistical analysis, the effect remained and was robust. It is excessive to use GRADE automatically, and to down rate a Study’s findings, because of a randomly occurring difference in a baseline characteristic, which many trials do not even measure, which therefore was not included in the minimisation, and which in any case does not account for the long-term clinically significant differences found to have emerged between the treatment groups.
· Administrator source bias was recorded because the “Study (was) partially funded by the International Psychoanalytic Association”. The total funding received from this organisation was ≤ $20K over a ten-year period of a research project and received in two grants of $10K by a Study whose total budget was ≥£500K. (i.e. ≤2%). Moreover, these grants were received for sub-projects connected with a doctorate project linked to the research programme and not for the RCT itself. The International Psychoanalytic Association had no input into the design, conduct, analysis, or interpretation of the findings of RCT (supporting documentation can be provided). The Study was refused MRC funding because it did not fit strict MRC criteria for phase III trials. The NIHR was established after the TADS trial had already begun. Psychoanalytic psychotherapy has been criticised for not undertaking RCTs. But the difficulty in conducting RCTs in this field is more because of restricted access to funding streams. Public funding for trials in mental health which in any case is minimal compared to that available for physical health research, is mostly allocated to physical interventions rather than psychological therapy, and most of that awarded to the latter goes to CBT studies. 
· The Draft classed Imprecision in Fonagy et al (2015) as ‘Serious’ because “95% CI crosses both line of no effect and threshold for clinically important benefit (SMD -0.5)”. This conclusion is problematic. The two-year follow-up point was not considered at all. At that important point, the 95% CI no longer overlaps and highly significant differences had emerged. The Draft’s use of ‘imprecision’ seriously misrepresents the findings of this trial: its 2-year follow-up was precisely because of the chronic relapsing nature of its participants’ illnesses. The follow-up of 2 years showed a significant difference between groups. The authors argued that this is due to a ‘latent effect’ pointing to greater resilience developing in those receiving LTPP. Downgrading the trial because of no significant difference at the end of treatment point (only based on overlapping CIs), discriminates systematically against the trial and the potential value of LTPP to this patient group. The aim of LTPP is long lasting relational change rather than immediate, but possibly temporary symptom reduction. It is rare for medical or psychological treatment trials to have long follow ups despite this being vital in depression studies (see related comments above). GRADE should be used flexibly to take both the condition and the treatment into account: not to judge according to a one size fits all standard resting on a discredited drug metaphor. The Draft should reconsider its assessment of the quality of this trial and its findings, most particularly, its exceptional 2 years follow up. 
· “GRADE is ‘outcome centric’ in that a rating is made for each outcome, and quality may differ—indeed, is likely to differ—from one outcome to another within a single study and across a body of evidence.”  (Dijkers, 2013). It is reasonable to expect the Revision to use the method to look at a range of outcomes including functioning. In this respect, Fonagy et al (2015) should be given a higher quality for its reporting on a range of outcome measures (e.g. quality of life, functioning) 

· In general, GRADE is designed to be used flexibly. We quote the following from GRADE: “We don't necessarily report on all possible parameters of a study — for example, whether an RCT was single or double blinded, or the precise method of randomisation used — rather, following a critical appraisal of each study, we highlight the methodological or other issues that we feel may affect the interpretation of the results or the weight that might be placed on them.” [http://clinicalevidence.bmj.com/x/set/static/ebm/learn/665072.html].  In terms of blinding participants and investigators, this is a bizarre standard to apply to psychological treatment trials suggesting GRADE has not been used flexibly as intended. Because Fonagy et al (2015) is treated as a medical augmentation strategy, it is deemed to follow that blinding is required. But this trial is not based on an augmentation strategy. This Study, and all other studies of psychological interventions, should not be downgraded for supposedly failing to blind participants or investigators. To do so is to impose an alternative to reality and discredits both the GRADE approach and science. The Draft should use GRADE according to the nature of the trial and the intervention rather than its current one size fits all.  
· Dijkers M (2013) Introducing GRADE: a systematic approach to rating evidence in systematic reviews and to guideline development.  KT Update (Vol. 1, No. 5 - August 2013) [http://www.ktdrr.org/products/update/v1n5/]
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	We are concerned that the Draft Revision has considered outcomes based on symptom measures while neglecting measures of quality of life and psychosocial functioning. Service users regularly report these as being of greater importance to them. We request: 

· All the meta-analyses consider outcomes of measures of functioning where available as well as of symptoms

· These findings should influence the recommendations made
Justification:   
A re-analysis of the 2004 NICE review examining outcomes of measures of functioning showed a different order of comparative efficacy amongst interventions and would thus change the recommendations made (McPherson, Evans & Richardson, 2009). RCTs of treatments for depression need to include alternative outcome measures (McPherson et al, 2005).  Trials including measures of psychosocial functioning and quality of life should be upgraded. Please note again that Fonagy et al (2015) reporting on GAF, QLESQ and CORE wellbeing found clinically significant group differences at 2-year follow-up on these measures.
McPherson S, Evans C & Richardson P (2009) The NICE Depression Guidelines and the recovery model: is there an evidence base for IAPT? Journal of Mental Health, 18(5). 
McPherson S, Cairns P, Carlyle J, Shapiro D, Richardson P & Taylor D (2005) The effectiveness of psychological treatments for refractory depression: a systematic review, Acta Psychiatrica Scandinavica, 111, 331-340. 
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	4-28
	We are concerned that the Draft takes comorbidity with PD as its only criterion of ‘complex depression’; the cut-off threshold of 51% of participants having PD is also entirely arbitrary. This approach is at odds with the EPA who adopt a nuanced approach to complexity in depression that is closer to the complexity that is more generally encountered in clinical services for depression. 
We request: 
· The Revision adopts an approach in line with EPA recommendations that type of treatment should be individually chosen in consideration of early versus late onset, type of depression, number of episodes, early trauma, symptom severity, patient preference and comorbid personality disorder (evidence level: 4; recommendation grade: Good Practice Point [GPP]). 

Justification: 
· The EPA Guidance Group (Jobst et al, 2016) sees complexity in terms of early versus late onset, type of depression, number of episodes, early trauma, symptom severity, patient preference and comorbid personality disorder, and that the type of treatment offered should be individually tailored accordingly. 
· The Draft’s current terminology implies that the patients studied in other sections are not complex. Again as an example, Fonagy et al (2015) participants had high levels of childhood adversity (89% - unpublished data available on request); 47% musculoskeletal problems, 25% gastrointestinal problems plus high comorbidity of other physical problems; 91% had at least one other comorbid Axis 1 disorder; 84% had one or more Axis II disorder (therefore meeting the 51% threshold for the complex depression category anyway); 54% were unemployed; the mean baseline GAF score was 49.1; 45% had made at least one previous suicide attempt etc. Clinically this is a very complex population and yet this trial is classed as TRD only – rather than chronic and/or complex.
Jobst A et al. (2016) European Psychiatric Association Guidance on psychotherapy in chronic depression across Europe. European Psychiatry, 33, 18 – 36.
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P68

P97

P100


	General

	We find it deeply regrettable that the service user experience evidence was not was not updated for the Draft Revision. 
We strongly suggest:

· The Revision should update this section and improve its quality taking the comments below into account. It should then fully integrate the more recent findings of this type of research into its treatment recommendations. More recent literature extends client experience data to under-represented groups. It takes account of changes in socio-economic and cultural circumstances. This should be incorporated by means of a meta-ethnographic synthesis 
Justification:
· A great deal of research on experiences of depression of patients and carers has been published since 2004 and this literature has been wrongly ignored by the GDG.  Some of this literature is listed below

· There were serious limitations in the patient experience data collected for the previous guidelines. These should have been corrected. Thus, no demographic details are given for the 38 individuals whose accounts were taken from Healthtalkonline. It is unclear which elements of the population were represented. The extent to which the data represents under-represented populations such as BME, men, older adults, non-heterosexual clients is unclear.  More recent literature extends client experience data to these under-represented groups. It should be incorporated in a meta-ethnographic synthesis (which the University of Essex Health and Care Research Service could be commissioned to produce).
· P68 summarises the findings of previous qualitative analysis: “Although the 6 questions were aimed at people with any form of depression, all of the personal accounts received were from people who have/have had severe and chronic depression, spanning many years. The themes that are most frequently expressed in the testimonies include trauma or conflict in childhood as a perceived cause of depression; the need for long-term psychotherapy for people with severe and chronic depression; the need to take personal  responsibility for and understand the illness to improve outcomes; issues around diversity; paid and unpaid employment as an important part of the recovery process; the negative impact on daily functioning; concerns regarding stigma and discrimination in the workplace; and the relationship between people with depression and professionals.” These important points are reiterated in other qualitative studies in which service users are consulted. Yet these key themes are not taken account of in the design of the guideline or its recommendations. No recommendations are made relating to reducing stigma.
· The experience of depression is intertwined with the social and economic context in which people live. It relates to levels of community cohesion, economic circumstances, social support, loneliness etc. The social and economic context in the UK has changed both since 2004 and 2009. There is growing evidence of the impact of austerity on depression and many clients with depression have been significantly affected by reductions in their benefits, loss of work or changes to employment conditions resulting from the economic downturn and political choices (see for example The Psychological Impact of Austerity: A Briefing Paper http://www.psychchange.org/uploads/9/7/9/7/97971280/paa-briefing-paper.pdf). [image: image2.emf] Experiences of depression are therefore likely to have been affected by this and it should not be assumed that experience of depression is a static biological phenomenon. 

· There have also been changes which impact on the extent to which stigma features in client narratives. Campaigns such a Time to Change may or may not have had an impact on stigma. The Draft implicitly assumes that this has remained static. There have been significant policy changes which could have impacted on experiences of carers. The Carers Act 2014 has come into law and there have also been many changes made to benefits available to carers. These major changes to carers’ rights as well as their benefits entitlements and social context mean that it should not be assumed carers’ experience would be much the same as in 2004 or 2009. 

· P97 Notes experiences of psychological therapy: “There was a strong feeling within the service user and carer topic group that the excerpt from Howe (1995) in the section above highlights the reasons why many people opt for private therapy; that is, that psychological treatment offered by the NHS in the form of CBT does not go far enough in addressing the trauma experienced in childhood. The study by Ridge and Ziebland (2006) confirms the opinions of the topic group and the testimony from the personal accounts that people with ‘deep and complex problems felt the need for longer term therapy’. Those that have had long-term psychodynamic therapy report that it has been helpful in their under- standing of themselves and their depression and that until they have worked through and repaired the damage experienced in childhood, depression will be a major factor in the person’s life. The service user and carer topic group do acknowledge, however, that as there has been little research into the efficacy of long-term psychodynamic therapy, it cannot be recommended as a course of treatment in this guideline”
· This last comment was true when it was made many years ago. Since then studies have been carried out on psychodynamic and psychoanalytic psychotherapies for long term depression (Fonagy et al, 2015; Town et al, 2017). It is important to connect the neglect of this data to how the Draft is constructed and its recommendations. If this perspective from service users had been really considered in the current Draft, its recommendations would have reflected this. They do not.
· None of the recommendations (p100) deriving from service user and carer experiences relate to interventions. 
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