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Abstract 

Background  

Identification of suboptimal mesh products is essential to improve the outcome after 

hernia surgery. This study investigated if a national clinical registry combined with 

administrative registries may serve as a tool for post-marketing evaluation of mesh 

products for hernia surgery. 

 

Method 

This was a propensity-matched case-control cohort study comparing outcomes in 

patients undergoing laparoscopic incisional hernia repair with either Physiomesh® or 

another synthetic mesh. Patients registered in the Danish Hernia Database between 

2010 and 2016 were combined with administrative data from the Danish National 

Patient Registry. The primary outcome was operation for recurrence. Secondary 

outcomes were 30-day readmission, 30-day reoperation for complications (excluding 

hernia recurrence), and mortality after 30 and 90 days. 

 

Results 

In total, 740 patients, who underwent repair with Physiomesh®, were propensity-

matched with 1 479 patients receiving another synthetic mesh. Repair for hernia 

recurrence was significantly higher in the Physiomesh® group (12.8 per cent) than in 

the reference group (6.3 per cent); HR: 2.09 (95 per cent CI: 1.57 - 2.79), P < 0.001. 

Use of Physiomesh® increased the risk for readmission (OR: 1.53, 1.16 - 2.01, P = 
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0.002) and reoperation for a complication (OR: 1.60, 1.03 - 2.47, P = 0.030). No 

difference in mortality was found. 

 

Conclusions  

Large clinical registries with prospectively collected data can provide long-term 

surveillance of a commercial mesh to secure product safety and surgical quality. 

Laparoscopic incisional hernia repair with a Physiomesh® was associated with a 

double risk for later recurrence repair and increased the rate of short-term 

complications.  
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Introduction 

Hernia repair is one of the most common surgical procedures performed worldwide1. 

Repair with synthetic mesh materials for reinforcement has been widely accepted as 

the gold standard to prevent hernia recurrence2. However, a recent study showed 

that mesh-related complications after laparoscopic incisional hernia repair occurred 

in 4 per cent of the patients and followed a linear increase for at least five years post-

surgery. This study contributed to the debate concerning the need for long-term 

surveillance of these mesh products3.  

There are currently more than 200 different meshes for hernia repair on 

the market, and many are replaced with upgraded versions before sufficient long-

term outcome data have been collected on the previous editions4. Until recently, the 

safety and effectiveness for most medical devices including surgical implants have 

not been subject to strict experimental or clinical documentation5. This is in contrast 

to the launch of new drugs, which require approval from governmental institutions 

such as the European Medicines Agency and the Food and Drug Administration 

(FDA)6. The safety of medical devices has come to political attention. New 

regulations on demands for more pre-marketing data and continuous post-marketing 

surveillance in Europe was initiated in 2017 to be fully implemented in 20227. 

Currently, the FDA requires no post-marketing surveillance8.  

A new mesh (Physiomesh®, Ethicon, Somerville, NJ, USA) was 

introduced in 2010 to the worldwide market to be used in laparoscopic primary 

ventral or incisional hernia repair. The mesh was a large-pore light-weight 

This article is protected by copyright. All rights reserved.
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polypropylene mesh covered with a separating barrier of poliglecaprone 25 

(Monocryl®) on both sides. Because the product was very easy to handle, it was 

quickly adopted worldwide. 

A small Polish randomised clinical trial study published in 2016 focused 

on mesh fixation and indicated higher recurrence rates after reinforcement with 

Physiomesh®9. Preliminary data from the Danish and German Hernia registries 

confirmed these findings, which led the manufacturer to withdraw Physiomesh® from 

the commercial market in May 201610. The data from the German Hernia Registry 

(HerniaMed) has recently been published, but the results were limited by only a one-

year follow-up of about 60 per cent of the patients10. Furthermore, the short-term 

safety (excluding recurrences) associated with the use of the mesh was not 

addressed in the study. Since then, public attention to the long-term safety of the 

products as well as several lawsuits related to mesh complications  after 

gynaecological procedures have emerged11. Thus, public demand has called for the 

documentation of prospective long-term surveillance of new mesh products and other 

medical devices in a clinical setting of a closed cohort, before they are launched for 

clinical use. There are no previously published studies presenting a model for 

continuous nationwide quality assessment of mesh products making a long-term and 

almost 100 per cent follow-up possible. 

 The primary aim of the present study was to show how a national clinical 

registry combined with other nationwide administrative registries may serve as a tool 

for post-marketing evaluation of new mesh products for hernia surgery using 

This article is protected by copyright. All rights reserved.
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Physiomesh® versus other meshes designed for laparoscopic hernia repair as an 

example. 

 

Methods 

The Danish Ventral Hernia Database (DVHD) is validated against patients files and 

was established in 2007 for a mandatory immediate postoperative online registration 

of prospective perioperative data provided by the surgeon12. From the DVHD, all 

adult (≥ 18 years) patients who underwent elective primary laparoscopic incisional 

hernia repair between January 1st, 2010, and December 31st, 2016 were included. 

Other hernias including recurrent incisional and primary ventral hernias were not 

included. Data on hernia specifications (mesh type, hernia size), sex, and age at the 

time of surgery originated from the DVHD. The size of the hernia defect was defined 

as the longest of the two diameters (width and length) and reported as 0 - 2 cm, > 2 – 

6 cm, > 6 – 10 cm, and > 10 cm. If there were multiple defects, the length was 

calculated as the sum of the defects and the width was reported as the widest of the 

defects. 

 The Danish National Patient Registry (DNPR) was established in 1977 and 

holds administrative data on all patients’ hospital contacts with the public and private 

Danish healthcare system13. Contacts to the primary healthcare system such as 

general practitioners are not registered in the DNPR. Each registration in both the 

DVHD and the DNPR is linked by the patient’s unique personal identification 

number13. The data collected in the DNPR, which include codes on both diagnoses 
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and procedures, are used for financial reimbursement for both public and private 

hospital healthcare providers in Denmark. These registrations are considered more 

than 99 per cent complete for surgical interventions13, 14. No specific validation for 

hernia repairs has been performed so far. Data from the DNPR were used to also 

assess patient co-morbidity. Operations for hernia recurrence are registered in the 

DVHD, but this registry captures only approximately 80 per cent of the surgical 

procedures12. Therefore, the primary outcome, reoperation for recurrence was based 

on a combination of data from DVHD and DNPR to improve completeness. The 

merge of data from the DVHD and the DNPR made it possible on an individual basis 

to combine surgically related data with lifelong health-related administrative codes on 

postoperative outcomes, regardless of where in Denmark the patients received 

treatment. 

 The primary outcome of the current study was the risk of surgical repair of 

hernia recurrence. Patients operated on laparoscopically with Physiomesh® 

(Physiomesh® group) were compared to patients operated with other synthetic mesh 

products designed for laparoscopic hernia repair (reference group). Patients were 

followed from initial hernia repair until reoperation for recurrence, death, emigration, 

or end of follow-up (November 1st, 2017). Hernia recurrence was defined as an 

incisional hernia repair registered in the DNPR following the initial incisional hernia 

repair registered in the DVHD between January 1st, 2010, and December 31st, 2016. 

Follow-up with respect to repair of hernia recurrence continued until November 1st, 

2017. Thus, follow-up for the individual patients was between 10 and 94 months. 

This article is protected by copyright. All rights reserved.
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 As a proxy for surgical quality, 30-day readmission, 30-day reoperation for 

complications (excluding hernia recurrence), and 30- to 90-day mortality were 

secondary outcomes derived from the DNPR for comparison between the groups15. 

 The estimation of the Charlson comorbidity score and the registration of 

diabetes and chronic obstructive pulmonary disease were based on diagnoses in the 

DNPR up to 10 years before surgery. Patients were considered obese if a diagnosis 

of obesity was present within one year before surgery. 

   

Statistical methods 

The comparison of reoperation for recurrence between patients in the Physiomesh® 

group and the reference group was performed according to a matched design. The 

primary analysis used propensity score-matching including the following covariates in 

the propensity score model: size of the hernia defect (quartiles), age, sex, COPD, 

obesity, diabetes, and Charlson comorbidity score. The two groups were matched 

using nearest neighbour patient principles with a caliper width of 0.2 of the standard 

deviation of the logit of the propensity score16. Each patient in the Physiomesh® 

group was matched with two patients in the reference group. Since mesh preference 

was considered to be associated with centre, it was decided not to match the 

analyses according to hospital. In the propensity-matched model, an unadjusted 

Kaplan Meier curve and Cox regression model were generated to compare the risks 

for surgical repair of hernia recurrence. Furthermore, a propensity score-matched 

Cox regression analysis adjusted for year of surgery was generated for the primary 

This article is protected by copyright. All rights reserved.
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outcome. The propensity score-matched analysis was adjusted for year of surgery, 

since duration of follow-up differed between the two groups. We evaluated the 

proportional hazard assumption of the Cox regression models from plots of the 

Schoenfeld residuals as a function of time to test a time effect of the residuals. The 

plots did not indicate deviations from proportional hazard assumption, and the time 

effects of the residuals were statistically insignificant for all variables (P > 0.7). 

A propensity-matched logistic regression model was used to estimate 

the risks of 30-day readmission, 30-day reoperation for complications as well as 

death within 30 and 90 days for the two groups. The regression models applied for 

reoperation for recurrence were also applied for these secondary outcomes. 

 

Authorizations 

The study was approved by the Danish Data Protection Agency (ID: REG-078-2017), 

the Danish Clinical Registries (ID: DHDB-2017-09-26), and the Danish Health Data 

Agency (ID: FSEID-00003158). 

 

Results 

During the seven-year inclusion period, 3 338 patients were registered in the DVHD 

with an elective primary laparoscopic incisional hernia repair. In total, 1 827 (54.7 per 

cent) were women. A total of 741 (22.2 per cent) patients were reinforced with a 

Physiomesh® and 2 597 (77.8 per cent) were reinforced with another mesh (Table 1). 

This article is protected by copyright. All rights reserved.
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Overall, the type of mesh fixation was comparable between the groups. However, 

more absorbable tack fixations were used in the Other mesh group (Table 1). 

After propensity score-matching, the Physiomesh® group and the 

reference group included 740 and 1 479 patients, respectively. Only one match in the 

reference group could be identified for one of the included patients in the 

Physiomesh® group. Moreover, one patient in the Physiomesh® group was excluded 

after the propensity score-matching, since no patient in the reference group was 

found to match. Upon propensity score-matching, the median follow-up for the 

Physiomesh® group and the reference group was 3.9 years and 4.1 years, 

respectively (P = 0.012). The reference group of the propensity matched population 

was operated on with a variety of 26 different meshes (range 1-628) and a group of 

17 meshes with missing product name. One of the 17 unidentified meshes was 

manufactured by the company behind Physiomesh® the rest was from other 

companies. Only four different mesh products in the reference group was used in 

more than 100 cases (range 110-628), covering 77 per cent of the total repairs in the 

reference group. 

 

Repair of hernia recurrence 

In the propensity-matched analyses, the frequency of surgical repair of a recurrent 

incisional hernia in the Physiomesh® group was 95/740 (12.8 per cent) and 

approximately twice as high as the reference group, 93/1 479 (6.3 per cent), HR: 

2.09, 95 per cent CI: 1.57 - 2.79, P < 0.001 (table 2 and figure 1). This difference was 

This article is protected by copyright. All rights reserved.
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also highly significant following adjustment for the year of the index surgery (HR: 

2.09, 95 per cent CI: 1.54 - 2.83, P < 0.001), (tables 1 and 2) and almost identical 

with an unmatched analysis (HR: 2.00, 95 per cent CI: 1.55 - 2.57, P < 0.001). 

Figure 1 shows the Kaplan Meier plot on the cumulated incidence of operation for 

hernia recurrence versus time. The curves deviated shortly after surgery, the 

difference became significant after 10 months and the distance increased 

continuously during the entire follow-up. No significant difference in risk for 

recurrence was found between patients according to centre or the four most 

commonly used meshes in the reference group. 

 

30- and 90-day outcome measures 

The overall rates of 30-day readmission, 30-day reoperation excluding reoperation 

for recurrence and 30-day mortality were 260/2 219 (11.5 per cent), 94/2 219 (4.2 per 

cent), and 10/2 219 (0.5 per cent), respectively. In the propensity-matched model, the 

use of Physiomesh® was significantly associated with increased 30-day risks for 

emergent readmission (OR: 1.53, 95 per cent CI: 1.16–2.01, P = 0.002) and 

emergent reoperation for a postoperative complication (OR: 1.60, 95 per cent CI: 

1.03-2.47, P = 0.030) (table 3). No significant difference was observed between the 

groups regarding the 30- and 90-day mortality rates (table 3). Analyses according to 

centres or the four most commonly used meshes in the reference group revealed no 

significant difference in the risk for 30- and 90-day complications. The severity of the 

This article is protected by copyright. All rights reserved.
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30-day complications in the propensity matched patients was overall comparable 

between the Physiomesh® and the reference group (Table 4). 

 

Discussion 

This study compared short- and long-term outcomes after incisional hernia repair 

comparing a specific mesh product with other synthetic mesh types. In comparison 

with a pooled group of patients undergoing laparoscopic incisional hernia repair with 

a non-Physiomesh® product, reinforcement with Physiomesh® was associated with 

increased risks for postoperative complications defined as 30-day emergent 

readmission and later operation for hernia recurrence. 

The study also highlighted that data from a national clinical registry in 

combination with administrative code-based data can provide key outcome measures 

for quality assessment of medical devices as post-marketing long-term surveillance12. 

From a patient safety perspective, it may be even more interesting if evaluation of 

efficacy and safety of new medical implants was performed in a closed cohort before 

product launch to the worldwide market. The presented results underline that 

withdrawal by the manufacturer of the Physiomesh® product was the right decision. 

Since both the duration of follow-up and the follow-up rate were higherin the present 

study than in the previously published German study10, we were also able to show 

that the difference in reoperation for hernia recurrence between the groups continued 

to increase throughout the follow-up period of median four years. The combination of 

data from the DVHD and the DNPR resulted in a complete follow-up, regardless of 

This article is protected by copyright. All rights reserved.
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where in Denmark patients were admitted for complications or underwent operation 

for hernia recurrence13.  

Besides being at a higher risk for repair of a hernia recurrence, patients 

in the Physiomesh® group were at significantly higher risk for 30-day emergent 

readmission and reoperation for a postoperative complication. Although 30-day 

outcome is a recognized proxy for poor outcome, only diagnoses associated with re-

admissions and codes for reoperations were available. More detailed information on 

these outcomes would have required access to the primary medical files across the 

country. This, however, was unfeasible. In a previous study based on data from the 

DVHD, early readmission and reoperaton were due mainly to pain, seroma, and 

surgical site infection17.  

The differences between the Physiomesh® and other meshes found in 

the study could be due to confounding by indication18. However, it is considered 

unlikely in this setting as the choice of mesh more likely reflects the surgeons´ 

personal preferences and experience, hospital purchase contracts, and cost issues 

rather than patient-specific hernia characteristics or comorbidity19-21. Also, almost 

identical outcomes between the unadjusted and adjusted analyses were observed, 

supporting that the risk of confounding was minimal. In addition, type of mesh fixation 

and rate of defect closure could be confounding factors. For mesh fixation more 

absorbable tacked mesh fixations was performed in the other mesh group, which 

theoretically should be in favour for Physiomesh®22. During the inclusion period no 

information on defect closure was registered, but it is assumed that most repairs 

This article is protected by copyright. All rights reserved.
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were without closure. Although considered unlikely, the choice to operate for hernia 

recurrence might have been affected by selection bias according to the type of mesh 

used at the primary repair. A potential drawback was the practice of adopting 

operation for recurrence as a proxy for clinically detectable recurrences, because this 

parameter appears only as the “tip of the iceberg”. The number of clinical detectable 

recurrences may be up to four to five times higher23. However, operation for 

recurrence is considered a clinically important outcome measure, as this rate 

probably represents the most symptomatic patients. Moreover, there is no data to 

support that one type of mesh specifically results in a higher rate of asymptomatic 

recurrences23. Furthermore, the DNPR only provides information on contacts to 

hospitals excluding the option to evaluate a potential difference between the groups 

in minor complications treated by general practitioners. 

The reference group comprised 26 different synthetic meshes and a 

group of unidentifiable meshes. A comparison of the outcomes in the patients 

receiving one of the four most commonly used meshes revealed no significant 

difference, indicating that the poor outcome from the Physiomesh® was not driven by 

an extremely well-performing product competitor. On the other hand, future studies 

are warranted to elucidate if some of the other more rarely used meshes in the 

pooled reference group performed below or above standard. 

We conducted propensity score-matching to diminish bias from patient-

related risk factors. As the recognized risk factors body mass index (BMI) and 

smoking status were not registered in the DHDB at the time of patient inclusion, we 
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were able only to adjust for registered diagnoses of obesity or chronic obstructive 

pulmonary disease24. Since the two groups had almost identical prevalence of these 

two conditions, it is considered unlikely that adjustment for BMI and smoking status 

would have impacted the results. The calculation of the Charlson score relied on 

administrative rather than clinically collected data, thus imposing a risk of 

underestimation of patient comorbidity. However, it is considered unlikely that the 

quality of the administrative data differed between the groups. Variables on co-

morbidity are now registered in the DHDB. Longest diameter of the hernia defect was 

used to determine the hernia size. It could be argued that the width of the defect is 

most important for outcome. On the other hand, there is good correlation between 

width and length of the defect, and it is considered unlikely that Danish surgeons take 

hernia defect into account when deciding what mesh to use for their laparoscopic 

hernia repair25. The registration rate of the DHVD was approximately 80 per cent 

leaving a risk of registration bias26. This is considered minimal because a previous 

validation study of the DVHD showed no difference in postoperative outcomes 

between patients with and without recorded files in the registry27. The outcome 

operation for hernia recurrence relied on merged data from the DVDH and the 

DNPR. Although DNPR holds data on codes for surgical procedures, there is no 

additional perioperative information available13, 14. Thus, there is a hypothetical risk 

that some of the operations were due to a hernia in another scar rather than a 

recurrent hernia after the first repair. Since data overall were evenly distributed 

between the two groups and results were almost identical for the unadjusted and 
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adjusted analyses, it seems that the preplanned propensity score-matching may 

have been unnecessary.  

Physiomesh® was originally designed for laparoscopic intraperitoneal 

placement. Compared with other available mesh products, it had an entirely new 

design, and the initial results were promising28. Besides being lighter, it had an 

antiadhesive barrier on both sides of the polypropylene material contrasting the 

existing composite synthetic prostheses with an anti-adhesive barrier exclusively 

covering the visceral surface of the mesh. Whether the increased rates of hernia 

recurrence and readmission were due to the lightweight material or the two-layer 

antiadhesive barrier potentially preventing parietal ingrowth cannot be answered by 

the present investigation.  

Because Physiomesh® was easy to handle and obtainable at 

comparable pricing, it was considered a game-changer and was quickly adopted 

worldwide by hernia surgeons. The present study serves as an example of how such 

unfortunate worldwide exposure could have been avoided if surveillance in a limited 

group of patients were required before a new product was widely launched. 

 Evidence obtained from blinded randomized controlled trials has high 

internal validity and is considered the gold standard in research29. However, such 

studies require a considerable number of patients, time for follow-up, and economic 

resources29. Since hernia recurrences and mesh-related complications continue to 

appear after many years, they may be left unrecognized in a regular clinical 

controlled trial3. Therefore, the inclusion of several thousand patients and a long 
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follow-up is essential to evaluate outcome, which is almost impossible to achieve in a 

randomized setting. Although such data could be provided from clinical databases, 

ethical issues must be assessed, which requires that data are handled without 

revealing personally identifiable information30. Given the opportunity to combine 

systematic perioperative data from a well-established clinical database with long-term 

data from nationwide health-related registries, the current study emphasizes that 

such on-going surveillance may disclose the clinically most important trends within a 

short period10, 12. 
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Table 1. Characteristics of patients identified in the Danish Ventral Hernia Database at primary laparoscopic 
incisional hernia repair with Physiomesh® or another synthetic mesh during the period 2010-2016 
 Before propensity score- 

matching 
 After propensity score-matching 

 Physiomesh® Other synthetic 
mesh 

 Physiomesh®a Other synthetic 
mesh 

N 741 2597  740 1479 
Age, years      
  Median (IQR) 61 (49-69) 60 (50-69)  61 (49-69) 60 (49-69) 
Females, n (%) 398 (54) 1429 (55)  398 (54) 803 (54) 
Charlson Morbidity Score, n (%)      
  0 364 (49) 1,170 (45)  363 (49) 719 (49) 
  1 - 2 285 (38) 980 (38)  285 (39) 583 (39) 
  3 - 4 69 (9) 302 (12)  69 (9) 134 (9) 
  ≥ 5 23 (3) 145 (6)  23 (3) 43 (3) 
COPD, n (%)b 52 (7) 220 (8)  52 (7) 102 (7) 
Obesity, n (%)c 90 (12) 325 (13)  90 (12) 183 (12) 
Diabetes, n (%)d 72 (10) 264 (10)  72 (10) 147 (10) 
Fascial defect sizee      
  Median (IQR), cm 6 (4-10) 6 (4-10)  6 (4-10) 6 (4-10) 
Type of mesh fixation, n (%)      
 Non absorbable tacks 328 (44) 1171 (45)  328 (44) 647 (44) 
 Absorbable Tacks 348 (47) 1358 (52)  348 (47) 793 (54) 
 Clips 4 (1) 8 (0)  4 (1) 3 (0) 
 Glue 6 (1) 23 (1)  6 (1) 12 (1) 
 Non absorbable suture 39 (5) 28 (1)  38 (5) 18 (1) 
 Unknown 16 (2) 9 (0)  16 (2) 6 (0) 
Incisional hernia orientation, n 
(%) 

     

  Midline 387 (52) 1,270 (49)  386 (52) 718 (49) 
  Transverse 287 (39) 1,058 (41)  287 (39) 613 (41) 
  Other 67 (9) 269 (10)  67 (9) 148 (10) 

a Each patient in the Physiomesh® group was matched with two patients treated with one of the other 
synthetic meshes. The propensity score included age, sex, year of surgery, diagnosis of chronic obstructive 
pulmonary disease, diagnosis of diabetes, diagnosis of obesity, Charlson comorbidity index, and size of 
hernia defect. 
One patient without any matches was excluded, and one patient had only one match. 
b COPD: Chronic obstructive pulmonary disease according to primary and secondary diagnosis codes J40-
J44 within the last 10 years before the index hernia surgery.  
c Obesity is primary and secondary diagnosis codes E65-E68 within one year before the index hernia 
surgery. 
d According to primary and secondary diagnosis codes E10-E14 within the last 10 years before the index 
hernia surgery. 
e Largest value of the midline or the transverse diameter.  
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Table 3. Propensity-matched logistic regression analysis of early outcomes after laparoscopic repair with 
Physiomesh® vs. laparoscopic repair with another mesh 
 Patients Events OR (95%CI) 
Emergent readmission within 
30 days 

   

  Physiomesh® 740 110 (14.9%) 1.53 (1.16 - 2.01); P = 0.002 
  Other synthetic mesh 1 479 150 (10.1%) 1.00 (ref) 
    
Emergent reoperation within 
30 daysa 

   

  Physiomesh® 740 42 (5.7%) 1.60 (1.03-2.47); P = 0.030 
  Other synthetic mesh 1 479 52 (3.5%) 1.00 (ref) 
    
Mortality within 30 days    
  Physiomesh® 740 3 (0.4%) 1.18 (0.24-4.67); P = 0.822 
  Other synthetic mesh 1 479 7 (0.5%) 1.00 (ref) 
    
Mortality within 90 days    
  Physiomesh® 740 3 (0.4%) 0.74 (0.16-2.58); P = 0.664 
  Other synthetic mesh 1 479 10 (0.7%) 1.00 (ref) 
Each patient in the Physiomesh®  group was propensity score-matched with two patients treated with one of 
the other synthetic meshes. The propensity score included age, sex, year of surgery, diagnosis of chronic 
obstructive pulmonary disease, diagnosis of diabetes, diagnosis of obesity, Charlson comorbidity index, and 
size of hernia defect. 
a Excluding reoperation for hernia recurrence. 
 
 

This article is protected by copyright. All rights reserved.


	Original Article
	The importance of a nationwide registry for long-term outcome surveillance of
	synthetic meshes in laparoscopic incisional hernia repair
	Corresponding author
	Frederik Helgstrand, MD, DMSc, FACS
	Lykkebækvej 1, 4600 Koege, Denmark
	Phone: +45 23438764
	Email: Freh@regionsjaelland.dk
	Meeting presentation
	The abstract has been presented at the 41st Annual International Congress of the European Hernia Society in Hamburg, September 12th 2019
	Word count: 3 246
	Introduction
	Methods
	Statistical methods
	Authorizations
	The study was approved by the Danish Data Protection Agency (ID: REG-078-2017), the Danish Clinical Registries (ID: DHDB-2017-09-26), and the Danish Health Data Agency (ID: FSEID-00003158).
	References



