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What is already known?
· Patient-rReported oOutcome mMeasures (PROMs), evaluate care based on aspects that are deemed valuable aspects tofor people with diabetes, but little is known about what truly matters to people with diabetes.
What has this study has found?
· This study identified key aspects that matter most to people with Ttype 2 diabetes, which are we argue are significant important to capture using with the use of PROMs.  
What are the implications of the study?
· In order to evaluate care based on aspects deemed valuable aspects tofor people with diabetes, we recommended to using:e (1) The Problem Areas in Diabetes questionnaire;, (2) a generic tool for measurement of ing general health; and (3) items for measuring measurement of:measures of sexual dysfunction, financial burden, shared decision-making, and multidisciplinary care under one roof.



Abstract
Aim			
This paper aims tTo explore diabetes- related experiences and to identify valuable aspects valuable for people with Ttype 2 diabetes in orderthat can serve to provide as a basis for patient-reported outcome measures (PROMS)proms.
Methods	
There were fFive focus groups: were conducted including  three groups groups totallingwith  19 adults with Ttype 2 diabetes and two focus groups with 26 experts in diabetes healthcare. Purposive sampling generated enabled recruitment of heterogeneous participantscharacteristics. Discussions were recorded and transcribed. Thematic analyses of the transcripts were performed in accordance with followed the grounded theory approach. 
Results
The analyses revealed four overarching domains that are were deemed valuable in for people with diabetes: (1) challenges of living with diabetes (reduced physical functioning, hypoglycemiahypoglycaemia, healthy lifestyle struggles, sexual dysfunction and financial burden of diabetes), (2) mental health aspects issues (including depression, distress, anxiety, fear, frustration and loneliness), (3) self-management abilitiesy (management of the lifestyle modifications and the treatment, knowledge about the disease and treatment), (4) patient-clinician relationship (dedication of clinicians, trust in the clinicians and the treatment, shared decision-making and multidisciplinary care under one roof).	Comment by Author: British spelling.
Conclusions
We recommend that researchers and health care providers,, who intend to utilize PROMs for diabetes care, to include consider the above-aforementioned domains. Further, we recommend the use of Using a suitable diabetes-spesificspecific instrument, such as the Problem Areas in Diabetes questionnaire, which covers most of the identified domains from the current study,. as well asAnd, a generic tool is essential for measuringement of physical and mental health.


Introduction

Healthcare hasIn the last decades, health care  becomeing more patient-centeredcentred, and the measurement of measuring quality of care has gained increasing attention.1,2. Consequently,These trends have led to the emergence of pPatient-rReported oOutcome mMeasures (PROMs), evaluating that evaluate care based on aspects deemed valuable aspects to the patients have emerged.3. PROMPatiesnt-reported outcomes are defined as ‘“any report coming directly from patients, without interpretation by physicians or others, about how they function or feel in relation to a health condition and its therapy’.”3. Use of PROMs, has proliferated  increasingly used in procedures and oncology, where arit haes been associated with improved symptoms management, enhanced psychological well-being, and longer survival rates.4,5. 	Comment by Author: Although formatting is not a part of this project, I am mentioning that footnotes should be placed after punctuation. The author may want to move all footnotes accordingly, unless they receive different instruction from the journal.	Comment by Author: Why does footnote 3 appear twice?	Comment by Author: Do you mean: oncology procedures? If not, I suggest specifying which types of procedures and adding, “in the field of oncology” so that the sentence sounds more complete.

Diabetes care aims to prevent complications and to maintain patients’ satisfactory quality of life.6. Thus, the American Diabetes Association (ADA), recommends to routine monitoring routinely these aims.6,7. Today date, programs evaluatingthat evaluate the quality of diabetes care quality, including the Israeli National Program for Quality Indicators in Community Healthcare (QICH), primarily use mainly clinical quality indicators.8,9. However, theseclinical indicators are insufficient, since as they do not monitor the quality of life; thus, and there is a need for measures that capture meaningful quality of life aspects to among people with diabetes are needed.10. SomeFew  studies have addressed PROMs in diabetes.10–13. However, only two , one from Sweden14 and the other a multinational project of the International Consortium for Health Outcomes Measurement (ICHOM),10 considered perceptions of people with diabetes , which are necessary for forming as a basis for PROMs. s; one from Sweden14 and the other is a multinational effort in the framework of the International Consortium for Health Outcomes Measurement (ICHOM)10. Little is known about what truly matters to concerns people with diabetes and more research is needed to better understandgain an in-depth understanding their needs. Thus, we aimed to identify diabetes- related aspects that that are valuable to for persons with diabetes in order to provide a basis for PROMs. 
Methods
This qualitative study included five focus groups discussions. Focus group research is a well-established research approach15. It is a group interview in which participants present their experiences and beliefs in a group setting, also they hear from others. Participants take overassume some  parts of the interviewer role and the moderator becomes more ofis more in  a the listener position. Focus groups create a rich dataset, enabling and  in-depth understanding of the a discussed particular topic owing due to interactions among participants’s interaction and their the opportunity to be exposureed to others’ ideas, and experiences in a realisticnaturalistic setting.15. 
Thisis study included three focus groups of with 19 adults with Ttype 2 diabetes and two focus groups with of 26 healthcare providers involved in diabetes care:; diabetes nurses, family physicians, diabetes physicians,  socialsocial workers, and quality of care and PROMs experts. (experts’ groups). 
TTo identify valuable aspects for people with diabetes, it was necessary to base the study had to be based on their own vvoices. In addition, experts’ perceptions were taken into accountincluded to provide as more testimony aboutan auxiliary  what is valuable forvoice of what are important for  people with diabetes,. aAnd to learn if whether the experts are in favorfavour of using PROMs for diabetes, since their support is crucial for routine measurement.

To be included in the patient groups, people individuals had to be between 45–-80 years old and have hadwith  Ttype 2 diabetes for at least six months. Inclusion Eligibility for inclusioncriteria was were based on clinical records., and Ppurposive sampling (heterogeneous) was utilized to recruit aimed people with diverse demographics, diabetes duration, and diabetes -complications. Participants were rRecruitmenedt was from the outpatient clinics of Hadassah Medical Center and primary clinics of the Meuhedet healthcare organisation ([one of Israelthe’s four Israeli health maintenance organisations (- HMO)]. 	Comment by Author: The actual name of the center need not be altered to reflect British spelling.
Focus group sessions were conducted between May 2017 and March 2018, . The groups took place in a private conference room in the hospital or at the HMO, and each lasted for 90 minutes. 
All groups were led by the same researcher (N.A.) using a semi-structured topic guide. Prior to beginning the discussion, patient pParticipants with diabetes initially completed an anonymous short demographic questionnaire. The patients’ discussion, then the discussion began, they werebegan with asking participantsed to describe their experiences of living with diabetes, opinions on diabetes care and how they identify a good quality of diabetes care. The eExperts’ groups began with a brief introduction about PROMs, followed by questions asking them tothen experts were asked to describe their experiences of diabetes care, perceptions of what is valuevaluable aspects of diabetes care for people with diabetespatients to receive from diabetes care and what are their opinions regarding PROMs. The eExperts’ groups and two of the patients’ groups were conductedrun in Hebrew, with the third and one patients’ group  conducted in Arabic,  according to the participants’ native language of the participants. The Iinteractions between participantes produced provided meaningful insights and thereand there was a sense of motivation and openness among participants to participat in the discussions. The discussions were recorded with participant’s’ consent and then were later transcribed. 

The data were analyzedanalysed (N.A.),by the researcher who led the groups using grounded theory.16. Each transcript was read several times and then was dividedsplit into meaningful units (unitizing). Meaningful units belong towithin the same content topic were categorized into the same domain. Domains were labeledlabelled based on the natural language of the participants (in-vivo). The Ddomains were then re-examined by the researcher who led the groups (N.A.) and checked (S.R.)by a second researcher., Ddifferences were discussed and resolved. Analyses of In the discussions of the fifth group resulted in, the repetitive raised domains; thus, it was concluded that were repetitive and no further data added substance to the analyses, i.e., data saturation hads been reached. 

The study was approved by the Ethicsal Ccommittee (Helsinki) of Hadassah Medical Center and the Meuhedet healthcare organisation. 
Results
Participants with with Ttype 2 diabetes had a mean age of were 65.1 years old ( (range: 45.2–-76.8 years). Participants were diverse: 12, with diverse demographics (men,:12 and 7 women;:7, 14 Jewish,s:14 and 5 Arab;s: and 5, born in Israeli:12 born in Israel and 7 born abroad :7), . from Aall religious groups were represented among Jewish and Arab participants, , and all but three participants were married. The mMedian time since diagnosis diabetes duration was 14.5 years (range: 0.5–-36 years) and 8 participants were receiving insulin treatment treated with insulin. 
Valuable aspects in for diabetes 
The analyses revealed four overarching aspects deemed valuable withthat valuable in  diabetes: (1) challenges of living with diabetes, (2) mental health issuesaspects, (3) self-management abilitiesy and (4) the patient-clinician relationship. In Tthe following sectionsdescribes and provides examples of,  these four overarching domains and their sub-domains that consisting them are described with accompanying exemplifying quotes.
1. [bookmark: _Hlk48121177]Challenges of living with diabetes 
This section introducesIn this section, we introduce five main challenges emphasized in the groups: (reduced physical functioning, healthy lifestyle struggles, hypoglycemiahypoglycaemia, sexual dysfunction and financial burden of due to diabetes). which emphasized in the groups. 
[bookmark: _Hlk48121206]	Physical functioning and fatigue were raisedbrought up frequently by participants with diabetes. Diabetes reduced physical functioning, which and was charaecterised with by fatigue. For example, when the interviewer asked: “to give an example of something that emerged after the diagnosis of diabetes”, a participant with diabetes (PWD) repliedreported that after his diabetes diagnosis he was: ‘“(…) more tired in the afternoon’.” . 
Participants mentioned that feelings of fatigue affecteds their daily livesfe, and llimitings them in several respects,aspects including performing home duties, engaging in physical activity and it reduces their work productivity at work: ‘"Walking, functioning, home duties and dishwashing [is good] because sometimes diabetes is very exhausting’." (PWD). 	Comment by Author: I’m not sure what you mean by “is good” here. I suggest clarifying  this quote...  perhaps you meant “is hard”?	Comment by Author: I deleted PWD when it was clear from the text it’s a PWD.
Additionally, a young PWD mentionednoted: ‘“You have are less productiveity at work (…), there are things that are hard for me to do because I suffer from fatigue, so I need workers. [Other: Do you relate it to diabetes?] SureOf course’.” (PWD).	Comment by Author: I would add their age in parentheses.	Comment by Author: I’m not sure what you mean here. Perhaps, “…so I need help from colleagues.”?
Many pParticipants with diabetes voiced a desire forwant a treatment tothat  eliminates fatigue, e.g., : ‘“I want a medication or advice on how to behave to eliminate fatigue, at least’.” (PWD). 	Comment by Author: If this is accurate, I would add it. Your other options (depending on how many participants said this) are: Several, A few	Comment by Author: I added this for completeness. Of course, make sure it’s accurate to what you meant to say.
OthersParticipants with diabetes, mainly newly diagnosed patients, wondered if the fatigue wasthat they have is related to diabetes: ‘“I suffer from fatiguefatigue, but I don’tid not relate it to diabetes. Now I am hearing from everybody that it could be related to diabetes; I'm very tired, I cannot walk for a long timet, I have feel fatigued ... Now when I hear from others, maybe it i's related to diabetes, I don’t not know’.”
[bookmark: _Hlk51566161]	Healthy lifestyle struggles. Leading a hHealthy lifestyle, especially regarding diet and physical activity, emerged as one of the essential challenges for people with diabetes, who. People with diabetes claimed they wanted and triedinvest efforts to achieve a healthy lifestyle, howeverbut , it wasis difficult to achieve it. Regarding diet, people with diabetes noted that they facedd many restrictions, stating that; they are  they were limited in their food options and it that maintaining a healthy diet was difficult, particularly for those working outside the homeis hard to maintain a healthy diet especially for people who work outside the home. 
‘“The diet is very difficult,. iIt’s is so hard.; I don’t not eat glucose, salt or fat, and or all any of those thingsat. The biggest question is how to manage in life without eating anything, just vegetables all the time. And it's hard because I'm often outside tthe home’.” (PWD). 
Regarding physical activity, people with diabetes emphasized that fatigue (due to diabetes) and financial factors weare barriers. OneA PWD re remarked: "’If you do engage in physical activitysport, even walking, it [glucose] reducesdecreases. I think it helps,. bBut with the fatigue, it's hard’.” (PWD). 
Support from others, especially the family, was raisedbrought up as essential for achieving a healthy lifestyle (e.g., preparinging healthy meals and encouraginging physical activity). However,On the other hand, it participants also found itis a challenginge when people others push pressured them to eat unhealthy foods, especially in social meetings: ‘“Parties, at parties it’s very hard, you know. They know I’m am diabetic and using insulin. It’s is annoying that when others push pressure me to eat things that I shouldn’t’.” (PWD). 
HypoglycemiaHypoglycaemia was described as a major problem. Participants shared with us their hypoglycemiahypoglycaemic experiences and described the events: ‘“I felt like a zombie; not connected to the my surroundings. I almost lost consciousness many times, I had with sweaty in palms and felt severely weakness’.” (PWD).  
HypoglycemicHypoglycaemic experiences are were described as traumatic and participants feared experiencingafraid to experience it them again:. 
‘“My biggest problem (…) was that duringfor four months I had severe hypoglycemihypoglycaemiac every night. I woake up in the middle of night looking for something to eat, I walked while sleeping, and I fell many times (…) I don’t not want to be hypoglycemichypoglycaemic again” (PWD)’.. 	Comment by Author: Do you mean sleepwalked?
Experts highlighted the importance of asking patients about their fear of hypoglycemiahypoglycaemia: ‘“Fear of hypoglycemihypoglycaemica events is very important’.” (Expert-E). 
[bookmark: _Hlk48121236]	Sexual dysfunction due to diabetes was raised in the groups by both people with diabetes and experts. A young PWD mentioned:
 ‘“Diabetes negatively influences many things badly, I was in a bad condition, I was depresseddepressed, and it affecteded my social life. Let’s be more open mindedhonest, when the a person has a high glucose level of glucose, their life with their partner is changes, it’sd and not a the normal life, sincerely. Maybe the person won’till not talk about all this, but when I reduce lowered my the glucose level, it gave [me] more power and more enjoyment’..” (PWD).             
The experts suggested asking to ask patients about sexual dysfunction, whichwhich  is relevant for both sexeswomen as well as men. However,, and they also noted that this issue usually does not come up atarise at the medical appointments. One of the diabetes physicians mentionedsaid: ‘“I want to ask [using a questionnaire], for example, about impotence since we usually don’t ask, and it’s usually uncomfortable for us to ask since the patient is accompanied by a family member. And it will be more comfortable for the patient’.” (E). 	Comment by Author: I’m not sure what you are referring  to here. You may want to add a clarification after the word “it”. You may also consider deleting this part of the quote since it seems the point is made without it.
	The fFinancial burden related from to diabetes, mainly primarily due to medication costs, was evident from participants’ responses came up clearly and seemed appeared to be a treatment barrier to treatment for some patients. 
‘"There’s is a new medication that’s is effective. But the packet costs 250 shekels [73 USDdollars]. Poor What about the worker or elderly who receives live off of their pension, how could they pay for that? They cannot’.” (PWD).	Comment by Author: I think I know what the word in Hebrew was, but it doesn’t quite work in English -  see my edit to make sure it remains accurate to what you meant.	Comment by Author: I’m not sure what you mean here. Perhaps: “…the person who  works for minimum wage…”
In addition, gym fees and less the loss of productivity at work due to diabetes increased patient the participants’ financial burden. AA young man remarkedmentioned: ‘“You have to do sportswork out, it costs money. You’re have  less productiveity at work, it that also costs money’..” (PWD). Additionally,And a woman with who experienced a kidney failure said: ‘“I need to go to the gym. But the gym costs money. In our neighborhoodneighbourhood, there is are no suitable parks for walking’..” (PWD). 
2. [bookmark: _Hlk48121288]Mental health aspects 
[bookmark: _Hlk48121313]Diabetes is a demanding chronic disease, affecting that affects not only the  physical health but also and the mental health status. Individuals Various emotions accompanied the life with diabetes experience a variety of emotions and mental health disorders,, including depression, distress, anxiety, fear, frustration, and loneliness. And Mmental health was one of the most valuable prominent issues emphasized bythat the  patients and the experts emphasized. O
Onne of the experts remarked: ‘"The mental aspect is important. It’s important to ask nNot just only about depression, to ask aboutbut also fear, worry and anxiety’." A(E).
A PWD suggestedmentioned: ‘“I think they [HMOs] should employ a health-provider:; a physician or a nurse to address the patient’s psychological issues’. of the patient” (PWD).
A diabetes diagnosisBeing diagnosed with diabetes imposes  requires that patients implement lifestyle modifications and restrictions, which may cause depression. For example, a newly diagnosed PWD mentionedreported: 
‘“Diabetes causes depression because suddenly you have to change your lifestyle completely. You have to think about what you put in your mouth, what you do, you need to sleep well without getting up to going to the bathroom several times’.” (PWD).
Another cause of depression patients mentioned , was needingthe need for medications, especially among among patientsthose who needing multiple medications. 
‘“Now When going to the pharmacy, people go outact as if they’re were in a supermarket. You collapse immediately when you carrying the medications. You’ll will be depressed just from the number of medications amount’..” (PWD).
Anxiety and fear over f developing diabetes complicationsdiabetes-complications were the dominant mental health related aspects mentioned in across all groups;“Mygroups: ‘My father had diabetes and, at the age of 80, his leg was amputated., Tthis led to many thoughts, to fear and anxiety’.” (PWD). AAnd a  newly diagnosed PWD relatedsaid: ‘“I read about diabetes and its complications;, this it scares me’.”. 
Preventingon of diabetes complications was considered raised as the most valuable outcome for among participants with diabetes and experts. As one, PWD mentioned:“Imentioned: ‘I want to die healthy, I don’t not want all these complications, I don’t not want to reach a point that I experience these complications’.” A(PWD). And an expert remarked: ‘“We nNeed to add some questions [PROMs] concerning diabetes -complications, since this is what we’re are trying to prevent’.” (E). 
[bookmark: _Hlk48121337]The experts estimated explained that mental health aspects do not typically do not arise come up usually atduring the medical appointments, suggesting. And  that health providers could use PROMs could help health providers as a signalingsignalling system to help assess when and with whom they should address mental health  issuesaspects. 
3. [bookmark: _Hlk48121369]Self-management abilitiesy 
[bookmark: _Hlk48121377]Another meaningful domain was patients’ self-management abilitiesy; essentially, patient’s’ ability to manage the lifestyle modifications inherent in living with diabetes, andas well as management of symptoms and the treatment. 
The person with diabetes is the cornerstone in of the treatment process, as a PWD emphasized: ‘“The treatment of everybody is in to her own hands [in the patient’s responsibility of the patient] and not of in that of the physician’s (…) I was determined to reduce mying glucose levels’.” A(PWD). 
Also, a diabetes physician mentioned:  ‘"Lack of treatment empowerment is one of the problems. Patients should advance the success of their treatment’." (E). 
People with diabetes make daily decisions regarding food, activity and medications. And Tto be able to take make the write right decisions, they patients need guidance from their health providers. Patient eEmpowerment of the patient, i.e. to bebeing informed about the one’s disease and treatment, stood out as essential for the successful of self-management. However, patients complainedmentioned that they did not receive enough information from their health providers:. 
‘“There’s is a lack of information. I have no idea what to do. I would like to comprehend the information and not only to receive instructions,. tTo understand what I’m  am doing’.” (PWD). 
Lack of knowledge about the disease, especially among the newly diagnosed, causeds a confusionng. And Tto prevent confusionng, participants preferred receivingto receive the relevant information from the health providers instead rather than of searching for it online. 
‘“The problem is that, even though I’m am talking about myself and my own illness, I just do n’ot know! There is diabetes type 1 and type 2. I’ve have read a lot, but I do n’ot know what is relevant to me and what is not. I mean, the lack of knowledge (…) Since there is lack of knowledge, the more I read, the more I’m [other patient: more worried, more scared], yes, more scared but also more confused’.” (PWD).
Patients believed that rRaising awareness about diabetes and the its treatment will would increase compliance, due to PWDs:.

‘“Today , patients have many sources of information, to read about diabetes., I think it could be problematic. If we have an informative/educational group, we can learn about what is diabetes,? what are theits complications and? wWhat might happen in the future.? It could increase patient’s compliance’.” (PWD). 

4. [bookmark: _Hlk48121411]Patient-clinician relationship 
The pPatient-clinician relationship was prominently reflected in all the discussions and primarily included reflected mainly participants’ demands. 
[bookmark: _Hlk48121443]The dDedication of clinicians was emphasized by the PWDs as a critical factor increasingthat increases their adherence: . 
‘“I'm going to be my check-uped by him [the physician] after a whilesome time has passed and I know he’s devoted so much to my care. He wants to help me and then, what? I will notwon’t listen to him? No,. hHe’s helped me so much’.” (PWD).
[bookmark: _Hlk48121453]Trust in clinicians and the treatment is a key component of the treatment process according to the experts’ opinion. One of the diabetes physicians stated: ‘“A very simple question that with every patient I ask myself with every patient is,, does the patient believe in me? Does the patient believe in the medications I give him? These are two main questions’.” (E). 
And Aanother physician remarked: ‘“The key question is: Does the patient believe in his treatment? It is highly important in for diabetes care.  while Iit may not be so important for other diseases, such as cancer and multiple sclerosis, where for which the patients believe completely in their treatment. In diabetes, there isit much less belief and patients want natural treatment’.” (E).
Indeed, PWDs statedmentioned that they do not trust the antidiabetic medications and they believe theythat medications are harmful and cause complications. As, onea PWD noted: ‘“The pills are harmful, 40% of the patients who complicated withhave kidney disease complications because of medications’.” (PWD).  
And Iin another another group, a newly diagnosied PWD reportedmentioned: "‘I have read about medications that cause harm. Yes, they’re are harmful in the long- term. Maybe not for in the short- term, but if you take medications for years it’s is not good’." (PWD).  
One of the  PWDs summarized the discussion regarding medications: ‘“I think we need someone to guide the patients who don’t not want to take medications/ pills,. So maybe to go in a natural way, use alternative medicine. Why the can’t the healthcare organizations plan cannot suggest a solution for this? Or maybe they have do, but we don’t not know about thatit’.” (PWD). 
[bookmark: _Hlk48121481]Shared decision-making was anotherone of the demands that, people with diabetes raised. They wanted an informative treatment plan and to have the option to choose another treatment plan if they do not accept the proposed treatment,; medications, or a diet. 
 ‘“I don’t want toNot to be be given in a limited approach., Wwhat did the dietitian tell me? ("This is the diet that I give you and if you don’t not (…) [accept], I have nothing to addmore to say”). Also, the physician said, (“Wwhy are you coming to me if you don’t agree with the treatment?”). There should also be an alternative (…) they should tell me,: okayO.K,. there is A and there is B. There sShould be more than one option but that does not exist’.” (PWD). 
Multidisciplinary care under one roof and at during the same visit wasemerged by the a patients as highly important factor among individuals with diabetes. They indicated that, and not having this lack of it could be a treatment barrier. 
 ‘“When it's all under one roof and provided at the same time, it's much more efficient (…) it's easier. It's not that today I'm going to a family physician or a diabetes physician and on Thursday I have to go to a dietitian’.” (PWD).

The above-detailed domains described here were found as valuable to for people with diabetes. After running the focus groups, wWe performed a literature search to identify well-validated questionnaires. We found that and tthe Problem Areas in Diabetes (PAID)17 questionnaire was found to covered most of the domains that have aroseisen in thisthe present study.	Comment by Author: Please note footnote number.
Discussion 
This study identified valuable aspects for people with diabetes that can be used as the basis for PROMs in diabetes care. The analyses revealed four overarching aspects. First, several challenges have been found to facethat people with diabetes reported facing includeding  decreased in physical functioning, and fatigue, struggles implementing a healthy lifestyle struggles, hypoglycemiahypoglycaemia, sexual dysfunction and financial burdens. Second, various negative emotions and mental health issues found to be accompaniedy the life with diabetes, including; anxiety, distress, loneliness and depression. Third, self-management ability arose in the discussions as a cornerstone oin f the treatment process which can could be improved with guidance and support by the health care providers. Fourth, the patient-clinician relationship was  emphasized in the groups, including the importance of shared decision-making, and trust in the clinicians and prescribed antidiabetic medications. To the best of our knowledge, Tthis is apparently the first study in Israel that addressinged PROMs in diabetes care. 

[bookmark: OLE_LINK1][bookmark: OLE_LINK2]Thise current study identified several significant challenges of for people living with diabetes that were of importance to people with diabetes, includingsuch as fatigue and reduced physical functioning, hypoglycemiahypoglycaemia, and struggles implementing a healthy lifestyle struggles. Consistent with The results indicate, in aggrement with previous studies,12,13,18,19, that results indicated that these challenges lowereds the individual’s’ self-reported quality of life and interrupted their daily activities. Another challenge that arose in the current study was sexual dysfunction., and Eexperts suggested that PROMs could be helpful in addressing such thisa se sensitive issue, which is usually does not discussedaddress at during the medical appointments. Sexual dysfunction is highly prevalent (up to 85%) in people with Ttype 2 diabetes (up to 85%),20 and it is a central concern for both men and women.21. However, the problem is often neglected, since patients expect health providers to initiate this discussion, and they usually does not address the issue and patients expect from them to initiate this discussion.21. Another challenge that arose in the discussions  was the diabetes related financial burden (medication costs, gym fees and less lost productivity at work). Also Iin the United Sates,.S., studies have shown that people with diabetes face a financial burden specifically because of their diabetes.22,23. Noteworthy is that,  in Israel, all residents enjoy the coverage of universal healthcare, which covers insurance including some of the antidiabetic medications s’ costscost. However, medications cost is still a challenge, and 10% of people with diabetes are non-adherent withto  medications due to cost.24. 	Comment by Author: Please note footnote numbers. Are you using the AMA system for sources? If so, the numbers should be imbedded in the text and in brackets, and the sources following the end of the text according to number.

Although several previous studies have identified challenges of living with diabetes, our study hasve identified specified which of the challenges were are relevant important to capture using using  PROMs. 

The results show that dDiabetes hasd a major effect on the patient mental health. as reflected in the results. Consistent withSimilarly to our results, previous studies have shown that diabetes is associated with a wide range of emotional consequences, including shock, stress, anxiety, fear, frustration, loneliness, guilt and depression.22,23,25. Thise current study expands onadd to the  previous studies, suggesting and suggests that mental health aspects are relevant and important to capture usingusing  PROMs. The term ‘“diabetes distress’”  is commonly used refers toto capture the wide range of emotional stateus patients experience.26. ItDiabetes distress is highly prevalent among adults, has negative impacts on self-care behaviors26 and it wasis recommended for routine monitoringto be monitored routinely in diabetes care.6,10. 	Comment by Author: Please note footnote numbering
Thise current study found that self-mangementmanagement ability is a valuable aspect to for persons with diabetes, and health providers haved a crucial role in enhancing persons’ patients’ abilitiesy to manage their diabetes by supplying information about the disease and the its treatment. Howevere, participants in this study and in prior studies from conducted in others countries12,27,28 noted that patients receive insufficient information was being provided for them byfrom clinicians, or they do not understand the provided information. 	Comment by Author: Footnote numbering
Our findings showed indicated that the patient-clinician relationship is an valuable important issue aspect for for the people with diabetes, affectingit affects self-care behaviorsbehaviours and treatment adherence to treatment. Previous studies have shown that people with diabetes who trusted their clinicians were more likely to have a higher self-efficacy and a bettergreater treatment adherence.29. It is recommended thatAnd  physicians should giveprovide their patients with more information and to engage them in shared decision-making to enhance the patient trust.30. 
Expert discussions revealed that health -providers are in favorfavour of using PROMs in diabetes care andcare and even in need themfor these measures which couldto help them to improve the treatment process, particularly for sensitive issues such as mental stateus and sexual dysfunction. One of the experts summarized: ‘"I think these measures [(PROMs] are) more important than some measures that we have today., I say this sharply definitively, I would like to see more of these measures and less of the clinical measures’." (E).  
The ADA recommends to routinely monitoring routinely PROMs in diabetes care using standardized and validated tools.6,7. Numerous diabetes-specific tools exist in the literature, and a recent review presented approximately ten of these tools, such as the PAID, and the Audit of Diabetes Dependent Quality of Life.31. PAID is a well- validated and widely- used questionnaire,17 was which was found to be the most suitable for addressingquestionnaire to cover the domains that have aroiseen in thise present study. Moreover, recently, ICHOM recommended using PAID as the standardized diabetes-specific tool for PROMs.10. PROMs are usually collected usingaccessed with two types of questionnaires:, generic and disease-specific.32. Our results indicated that diabetes affects the general (physical and mental) health, but that the latter is usually not directly attributed to diabetes, as expressed byaccording to the participants with diabetes. Thus, we recommended to usinge a generic measurement tool for measurement assessing of general health (e.g., the Global Health PROMIS-1033 or the Short Form Health Survey SF-1234) .34 In addition, we highly strongly recommend to adding items addressing that measuring four important issues not covered in these questionnaires to people with diabetes that arose in this studywhich were not covered by the above questionnaires: sexual dysfunction, financial burden, shared decision-making and multidisciplinary care under one roof.	Comment by Author: I recommend noting exactly how many – rather than “approximately ten”.
Our study had somes few limitations. First, we focusedchose to focus on Ttype 2 diabetes (accountings for 90% of all diabetes cases); thus, meaningful issues that valuable specifically in to Ttype 1 diabetes were not heardinvestigated. Second, this study does not represent all the people with Ttype 2 diabetes or all experts in Israel; consequently,. Thus, there may be more voices perspectivesthat were not heard. However, we deliberately sampled included a heterogeneous participant samples and considered identified prominent domains that stood out strongly.

Our study also hads some several strengths. First, itwe based was based on the voices of people with diabetes, which is necessary for PROMs. Second, we added information from experts’ perceptions and assessed whether the experts are were in favorfavour of PROMs in for diabetes routine care. Third, the recruitment efforts were aimed toward participants with diverse characteristics, strengtheningwhich strengthened our the study’s credibility. Finally, the suitable diabetes-spesificspecific questionnaire that we found (PAID)to be in accordance with our results (PAID), was also recommended also by ICHOM, reinforcing our findings.

In conclusion, thisis study has identified valuable aspects perceived to be most valuable important forto people with Ttype 2 diabetes, representingthat  an important as the first step in the future routine use of PROMs. PROMs are essential to for patients and experts in addressingfor addressing issues which largely mostly were not addressed in routine diabetes care. We recommend that researchers and health  care providers, intendingwho intend to utilize PROMs for routine diabetes care, to consider the above aforementioned domains and, useing a suitable diabetes-specific instrument, such as PAID, which covers most of them domains. AndAdditionally, we note that a generic tool is essential for measurement ofassessing physical and mental health. In future research For next steps inregarding incorporatingimplementation of PROMs into diabetes care, we plan to assess the associations between socio-demographic variables and clinical quality indicators with using PROMs. 


References
1. 	Porter ME. What is value in health care? N Engl J Med. 2010;363(26):2477-2481. doi:10.1056/NEJMp1011024
2. 	Porter ME. A Strategy for Health Care Reform — Toward a Value-Based System. N Engl J Med. 2009;361(2):109-112. doi:10.1056/nejmp0904131
3. 	Patrick DL, Burke LB, Powers JH, et al. Patient-Reported Outcomes to Support Medical Product Labeling Claims: FDA Perspective (formerly with FDA); 4 Mapi Values Ltd, Cheshire, UK (formerly with FDA); Why a Guidance on Patient-Reported Outcomes (PROs)? Value Heal. 2007;10:S125-S137. doi:10.1111/j.1524-4733.2007.00275.x
4. 	Basch E. Patient-Reported Outcomes - Harnessing Patients’ Voices to Improve Clinical Care. N Engl J Med. 2017;376(2):105-108. doi:10.1056/NEJMp1611252
5. 	Rotenstein LS, Huckman RS, Wagle NW. Making Patients and Doctors Happier - The Potential of Patient-Reported Outcomes. N Engl J Med. 2017;377(14):1309-1312. doi:10.1056/NEJMp1707537
6. 	Johnson EL, Feldman H, Butts A, et al. Standards of medical care in diabetes—2019 abridged for primary care providers. Clin Diabetes. 2019;37(1):11-34. doi:10.2337/cd18-0105
7. 	Young-Hyman D, De Groot M, Hill-Briggs F, Gonzalez JS, Hood K, Peyrot M. Psychosocial care for people with diabetes: A position statement of the American diabetes association. Diabetes Care. 2016;39(12):2126-2140. doi:10.2337/dc16-2053
8. 	Calderon-Margalit R, Manor O, Shmueli A, Ben-Yehuda A, Paltiel O, Krieger M. National Program for Quality Indicators in Community Healthcare in Israel, Report 2013-2017.; 2017. https://en.israelhealthindicators.org/publications
9. 	Comprehensive Diabetes Care - NCQA. Accessed November 25, 2020. https://www.ncqa.org/hedis/measures/comprehensive-diabetes-care/
10. 	Nano J, Carinci F, Okunade O, et al. A standard set of person-centred outcomes for diabetes mellitus: results of an international and unified approach. Diabet Med. Published online 2020:0-3. doi:10.1111/dme.14286
11. 	Borg S, Palaszewski B, Gerdtham UG, Fredrik O, Roos P, Gudbjornsdottir S. Patient-reported outcome measures and risk factors in a quality registry: a basis for more patient-centered diabetes care in Sweden. Int J Env Res Public Heal. 2014;11(12):12223-12246. doi:10.3390/ijerph111212223
12. 	Engström MS, Leksell J, Johansson UB, Gudbjörnsdottir S. What is important for you? A qualitative interview study of living with diabetes and experiences of diabetes care to establish a basis for a tailored patient-reported outcome measure for the Swedish National Diabetes Register. BMJ Open. 2016;6(3):1-9. doi:10.1136/bmjopen-2015-010249
13. 	Bradley C, Eschwège E, De Pablos-Velasco P, et al. Predictors of quality of life and other patient-Reported outcomes in the PANORAMA multinational study of people with type 2 diabetes. Diabetes Care. 2018;41(2):267-276. doi:10.2337/dc16-2655
14. 	Borg S, Eeg-Olofsson K, Palaszewski B, Svedbo Engström M, Gerdtham UG, Gudbjörnsdottir S. Patient-reported outcome and experience measures for diabetes: Development of scale models, differences between patient groups and relationships with cardiovascular and diabetes complication risk factors, in a combined registry and survey study in Sweden. BMJ Open. 2019;9(1):1-11. doi:10.1136/bmjopen-2018-025033
15. 	Ritchie J, Lewis J. Qualitative Research Practice. SAGE Publications; 2003.
16. 	Connelly LM. Grounded theory. Medsurg Nurs. 2013;73(1):11-28. doi:10.1556/0016.2018.73.1.2
17. 	Polonsky WH, Anderson BJ, Lohrer PA, et al. Assessment of diabetes-related distress. Diabetes Care. 1995;18(6):754-760. doi:10.2337/diacare.18.6.754
18. 	Manderson L, Kokanovic R. “Worried all the time”: Distress and the circumstances of everyday life among immigrant Australians with type 2 Diabetes. Chronic Illn. 2009;5(1):21-32. doi:10.1177/1742395309102243
19. 	Brod M, Pohlman B, Wolden M, Christensen T. Non-severe nocturnal hypoglycemic events: experience and impacts on patient functioning and well-being. doi:10.1007/s11136-012-0234-3
20. 	Rutte A, van Splunter MMI, van der Heijden AAWA, et al. Prevalence and Correlates of Sexual Dysfunction in Men and Women With Type 2 Diabetes. J Sex Marital Ther. 2015;41(6):680-690. doi:10.1080/0092623X.2014.966399
21. 	Rutte A, Welschen LMC, van Splunter MMI, et al. Type 2 Diabetes Patients’ Needs and Preferences for Care Concerning Sexual Problems: A Cross-Sectional Survey and Qualitative Interviews. J Sex Marital Ther. 2016;42(4):324-337. doi:10.1080/0092623X.2015.1033578
22. 	Penckofer S, Ferrans CE, Velsor-Friedrich B, Savoy S. The psychological impact of living with diabetes women’s day-to-day experiences. Diabetes Educ. 2007;33(4):680-690. doi:10.1177/0145721707304079
23. 	Reyes J, Tripp-Reimer T, Parker E, Muller B, Laroche H. Factors Influencing Diabetes Self-Management Among Medically Underserved Patients With Type II Diabetes. Glob Qual Nurs Res. 2017;4. doi:10.1177/2333393617713097
24. 	Simon-Tuval T, Triki N, Chodick G, Greenberg D. Determinants of cost-related nonadherence to medications among chronically ill patients in maccabi healthcare services, Israel. Value Heal Reg Issues. 2014;4(1):41-46. doi:10.1016/j.vhri.2014.06.010
25. 	Khaledi M, Haghighatdoost F, Feizi A, Aminorroaya A. The prevalence of comorbid depression in patients with type 2 diabetes: an updated systematic review and meta-analysis on huge number of observational studies. Acta Diabetol. 2019;56:631-650. doi:10.1007/s00592-019-01295-9
26. 	Perrin NE, Davies MJ, Robertson N, Snoek FJ, Khunti K. The prevalence of diabetes-specific emotional distress in people with Type 2 diabetes: a systematic review and meta-analysis. Diabet Med. 2017;34(11):1508-1520. doi:10.1111/dme.13448
27. 	Vincent D, Clark L, Zimmer LM, Sanchez J. Using focus groups to develop a culturally competent diabetes self-management program for Mexican Americans. Diabetes Educ. 2006;32(1):89-97. doi:10.1177/0145721705284372
28. 	Peel E, Parry O, Douglas M, Lawton J. Diagnosis of type 2 diabetes: A qualitative analysis of patients’ emotional reactions and views about information provision. Patient Educ Couns. 2004;53(3):269-275. doi:10.1016/j.pec.2003.07.010
29. 	Lee YY, Lin JL. The effects of trust in physician on self-efficacy, adherence and diabetes outcomes. Soc Sci Med. 2009;68(6):1060-1068. doi:10.1016/j.socscimed.2008.12.033
30. 	Peek ME, Gorawara-Bhat R, Quinn MT, Odoms-Young A, Wilson SC, Chin MH. Patient Trust in Physicians and Shared Decision-Making Among African-Americans With Diabetes. Heal Commun. 2013;28(6):616-623. doi:10.1080/10410236.2012.710873
31. 	Bradley C, Todd C, Gorton T, et al. The development of an individualized questionnaire measure of perceived impact of diabetes on quality of life : the ADDQoL. Qual Life Res. 1999;8:79-91.
32. 	Chen YT, Tan YZ, Cheen M, Wee HL. Patient-Reported Outcome Measures in Registry-Based Studies of Type 2 Diabetes Mellitus: a Systematic Review. Curr Diab Rep. 2019;19(11). doi:10.1007/s11892-019-1265-8
33. 	Hays RD, Bjorner JB, Revicki DA, Spritzer KL, Cella D. Development of physical and mental health summary scores from the patient-reported outcomes measurement information system (PROMIS) global items. Qual Life Res. 2009;18(7):873-880. doi:10.1007/s11136-009-9496-9
34. 	Gandek B, Ware JE, Aaronson NK, et al. Cross-validation of item selection and scoring for the SF-12 Health Survey in nine countries: Results from the IQOLA Project. J Clin Epidemiol. 1998;51(11):1171-1178. doi:10.1016/S0895-4356(98)00109-7

1

