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QUALIFICATIONS  

I graduated as a medical doctor from the University of Copenhagen, Denmark in 1979. As part of my 
training to become a specialist in Clinical Physiology and Nuclear Medicine, I did 11 years of 
postgraduate work in different specialties such as neurology, endocrinology, rheumatology, and 
urology.  
 
After achieving my certification as a specialist in 1990, I primarily worked in the Department of 
Clinical Physiology and Nuclear Medicine at hospitals associated with the University of Copenhagen, 
becoming head of the Department at Frederiksberg Hospital in 1995. In that position, I developed a 
special interest in clinical and scientific work with patients having dysfunction of the autonomic 
nervous system. I helped establish tilt test procedures and teaching staff in several hospitals around 
Denmark. More than 8,500 tilt-tests with analysis of the autonomic, cardiovascular control have 
been performed by me or under my supervision. Working with Ph.D. students and their professor at 
the Department of Mathematics, North Carolina State University, I have developed mathematical 
models of autonomic cardiovascular control [1,2,3,4,5]. 
 
In 2010, I was asked to lead a Coordinating Research Center at Frederiksberg Hospital, where the 
focus was on collaboration with the pharmaceutical industry. I continued to see patients with 
autonomic nervous system dysfunction at the Syncope Center.  
 
Prior to this appointment, I was Principal Investigator and headed steering committees in studies on 
hypertension, prevention of cardiovascular disease, and peripheral vascular disease. The main 
studies in the Coordinating Research Center were on Merck’s HPV vaccines - primarily on Gardasil-
9, with a few smaller studies on Gardasil 4. In total, the center had included 3,000+ patients in 
Gardasil studies. I acted as principal investigator in most and as National Coordinator in some of the 
studies on Gardasil in close collaboration with Merck´s Danish Division (MSD Denmark).  
 
In 2015, as a result of a dramatic increase in post-Gardasil vaccination injuries, the Danish 
Government established five regional centers to assess and treat patients with possible side effects 
to Gardasil vaccination. I was appointed to lead the “Unit for Patients with Unexplained Symptoms 
Possibly Related to HPV-vaccination” in the Capital Region of Denmark. A total of 845 patients were 
then referred to the clinic as well as others that had been referred to the Syncope Centre before 
2015. In total, by 2016, the Danish Medicines Agency had received >2,300 reports on suspected 
adverse events among approximately 600,000 HPV-vaccinated women. From these reports, >1,000 
were categorized as serious. 
 
I left Frederiksberg Hospital (now Bispebjerg Frederiksberg Hospital) in January 2019 and have 
continued my scientific work at the National Hospital (Rigshospitalet), seeing patients in my private 
clinic. The clinical and scientific work is still focused on autonomic, cardiovascular dysfunction – in 
relation to myalgic encephalomyelitis/chronic fatigue syndrome (ME/CFS) – a diagnosis most of our 
patients in the “Unit for Patients with Unexplained Symptoms Possibly Related to HPV-vaccination” 
were given based on the International Consensus Criteria [6]. 
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I was appointed President of the Danish Society of Clinical Physiology and Nuclear Medicine, 1996-
99. I was Vice-president of the Danish Organization of Laboratory Medicine from 1995-98. I was a 
Member of the Board in the Danish Hypertension Society, 1994-2000. I am currently chairman of the 
European ME Clinician’s Council and co-chairing the European ME Research Group. 
 
According to Google Scholar, I have 333 publications of which 170+ are in peer-reviewed scientific 
journals. I have 20,000+ citations and my H-factor is 50 (an index based on the most cited papers 
and the number of citations received in other publications). 

BACKGROUND  

a. HPV in general 

After being appointed to lead the Coordinating Research Center in 2010, I studied intensively human 
papilloma virus and the research showing the connection between HPV and cervical cancer of the 
uterus. I studied the development of cervical cancer through Denmark’s unique screening program 
reducing the incidence of cervical cancer from 40 to 14 per 100,000 from 1960 to 2014 and the 
mortalities from 15 to 4 pr 100,000 in the same period. 

b. HPV vaccines  

As Principal Investigator in Merck’s studies on the quadrivalent and the nonavalent Gardasil vaccines 
(Gardasil4 and Gardasil9), I was familiar with the background for the studies and the previous 
publications. This knowledge was further enhanced when I coauthored publications related to the 
studies run in the Coordinating Research Center [7,8,9,10].  

c. Background on autonomic nervous dysfunction 

By coincidence, I had become an expert on autonomic cardiovascular control while leading the 
Syncope Center at Frederiksberg Hospital, University of Copenhagen. That expertise was particularly 
useful when I served as a principal investigator in several of Merck’s Gardasil4 and -9 studies.  

I have worked clinically and scientifically with dysfunction of the autonomic nervous system for over 
35 years. I coauthored my first publications in 1985 and have authored/coauthored 30+ scientific 
publications in the last 10 years related to autonomic nervous dysfunction.  

I have therefore been able to observe firsthand, study, and describe the autonomic dysfunction 
suffered by patients following vaccination against HPV. 
 
METHODOLOGY  
 
Because of my professional experience and my prior research and publications as described above, I came 
to this task with a considerable amount of knowledge and understanding of the scientific issues 
surrounding Gardasil already.  I am aware of much of the medical literature, both supporting and opposing 
viewpoints, and have necessarily kept up to date on the science in this area.  For this assignment, I reviewed 
my own prior research, and I also conducted further research using a database called PubMed applying 
various search terms such as “Gardasil,” “human papillomavirus,” “autoimmune,” “POTS,” “orthostatic 
intolerance,” and “dysautonomia.”  I analyzed the papers retrieved from my searches by focusing on: 1. 
the study type and objective; 2. the study population, including its size; 3. the outcome measures and 
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methods used to assess them; 4. the results, including consideration of risk and odds ratios to understand 
the strength of any associations found; 5. the conclusions by the authors; 6. the studies’ limitations, 
including potential biases, methodological constraints, or issues with generalizability.  I paid particular 
attention to opposing views (e.g. studies concluding Gardasil does not pose a risk) to ensure a balanced 
review of available evidence.   
 
Using differential diagnoses in my practice treating dysautonomia patients following HPV vaccination, 
applying Bradford Hill criteria to studies finding an association between Gardasil and autoimmune 
conditions, dysautonomia and POTS, lab results, positive rechallenge and observations from my clinical 
experience and education, I analyze and arrive at conclusions to a reasonable degree of medical and 
scientific certainty. This process is consistent with the methodologies I have employed for decades in 
writing and publishing peer-reviewed medical journal articles, preparing briefings for regulatory bodies 
such as the EMA and the Danish Health Authority, and summarizing results from clinical trials, including 
those for Gardasil, in which I was a principal investigator. 
 
Studies on post-Gardasil adverse events 
 
In 2011, we saw the first patients complaining about symptoms starting shortly after their first, 
second, or third HPV vaccination. Their primary symptoms were orthostatic intolerance 
(lightheadedness, palpitations, fatigue, blurred vision, dizziness, nausea, chest discomfort, cognitive 
impairment, and near-fainting spells/syncope). As the number of patients with a similar history grew, 
we started to systematically collect data by questionnaires, standard blood tests, tests for 
autoimmunity, analyses of mitochondrial function, analyses of the immune system and 
measurements of autonomic cardiovascular control. The specialized analyses were performed by 
leading researchers in molecular biology and immunology from Denmark and Germany. We were 
funded for this work by a grant from the Danish Government.  
 
In our 2015 publication on the first 53 referred patients, we concluded: “We found consistency in the 
reported symptoms as well as between our findings and those described by others. Our findings 
neither confirm nor dismiss a causal link to the Q-HPV vaccine, but they suggest that further research 
is urgently warranted to clarify the pathophysiology behind the symptoms experienced in these 
patients and to evaluate the possibility and the nature of any causal link and hopefully establish 
targeted treatment options” [11].  
 
The National Board of Health reported on September 15th, 2015, to the Danish Parliament that 
regional clinics would be started to handle the possible side effects to HPV-vaccination [12]. In June 
2015, I was appointed by the hospital administration to lead the clinic – “One Entry” Subtitled: 
“Investigation and possibly treatment of patients with unexplained symptoms that have occurred in 
temporal relation to an HPV vaccination” [13] – in the Capital Region of Denmark. 
 
Our follow-up publication on 839 referred patients including control groups was published in a high-
impact medical publication, the Journal of Autoimmunity, in 2022 [14]. The analyses lead to the 
conclusion that: “This study has shown that girls and young women with probable side effects to 
HPV-vaccination have symptoms and biological markers compatible with an autoimmune disease 
closely resembling that seen in ME/CFS and subsets of long-COVID. Together with previous studies, 
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demonstrating increase morbidity in this group of patients preceding vaccination, this raises the 
probability that prior disease may precondition some individuals for vaccine related adverse events. 
The HPV-vaccine possesses a strong immunogenicity, and it is suggested that possible vulnerability 
should be further investigated and considered when counselling for such vaccines.” 

Autoimmune conditions and Gardasil vaccines 
 
In developing vaccines there is always a trade-off regarding safety versus efficacy as expressed by 

the World Health Organization [15]: “Vaccine efficacy refers to the ability of a vaccine to bring 

about the intended beneficial effects on vaccinated individuals in a defined population under ideal 

conditions of use. The potential benefits of an effective vaccine – e.g., promotion of health and well-

being, and protection from illness and its physical, psychological, and socioeconomic consequences 

– must be weighed against the potential risk of an adverse event following immunization (AEFI) 

with that vaccine. Vaccine-associated risk is the probability of an adverse or unwanted outcome 

occurring, and the severity of the resulting harm to the health of vaccinated individuals in a defined 

population following immunization with a vaccine under ideal conditions of use”.  

Gardasil4 and -9 are very potent vaccines based on non-infectious recombinant type-specific L1 

capsid proteins assembled into virus-like particles as immunogens that present an exterior surface 

closely mimicking the HPV virions. It is this multiplicity of L1 domains that confers the VLP antigen 

with substantial immunogenicity, which is further enhanced by concomitant immune modulators 

(adjuvants). Vaccine adjuvants are molecules or compounds that have intrinsic immunomodulatory 

properties and when administered in conjunction with an antigen, effectively potentiate the host 

antigen-specific immune responses compared to responses raised when antigen is given alone. 

Vaccination with Gardasil has a very high efficacy for generating potent antibodies to the vaccine’s 

included strains of HPV due to the combination of the VLP antigen and the aluminum containing 

adjuvant. Vaccines stimulate the immune system and activate first the non-specific (innate) system 

which subsequently converts to a specific immunity – in this case - against HPV. Stimulating the 

immune system activates the cell danger response resulting in the well-known symptoms of fatigue, 

low grade fever, headaches, and musculoskeletal pain. In most people, this response subsides within 

a day or two but in some cases, the danger response does not resolve [16]. The energy poducing 

mitochondria change their function from producing the energy needed for normal bodily functions 

to a production of signaling molecules and reactive oxygen species designated to defend the body. 

Symptoms from muscle and nerve tissue are affected as they strongly depend on carbohydrate 

metabolism, which is diminished. Lactate stemming from anaerobic carbohydrate metabolism 

causes inflammation in muscle and nerve tissue accounting for muscle pain, headaches and probably 

also for brain fog.  Part of the danger response is a lowered threshold for sensory information 

increasing the light and sound sensitivity, causing abnormal sensation like tingling, and increasing 

pain perception. Also, a part of the danger response is an imbalance in the normal autoantibodies 

directed at G-protein couple receptors [17] and in the Danish cohort, we found abnormal levels of 

autoantibodies directed against the adrenergic beta-2- and the muscarinic M-2-receptors in 92 per 

cent of the patients. These autoantibodies interfere with the normal autonomic control of internal 
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organs and are the probable cause of dysfunction of cardiovascular reflexes and blood pressure 

control, of gastrointestinal motility, of visual adaptation, and of exogenous glands. It is our opinion 

that postural tachycardia syndrome (POTS) is likely the result of the imbalance in cardiovascular 

control caused by the antibodies found in our cohort. The antibody pattern found in our cohort are 

like those found in other cohorts of HPV vaccinated and in POTS patients using different laboratories 

and different techniques [18,19,20]. I summarized and presented these analyses to Merck [20], 

Sanofi MSD and the Danish Health Authority [21]. (See Appendix 1) 

 
Improprieties by Merck or EMA regarding their investigation of Gardasil induced autoimmune 
conditions. 

To the best of my knowledge neither the producer – Merck - nor the European Medicines Agency 
(EMA) have properly conducted research into the relation between Gardasil vaccination and side 
effects such as POTS. As I was engaged in studies of Gardasil4 and -9 in close collaboration with 
Merck, I tried – December 2nd, 2014 - to draw the attention of Peter Aurup, MD, then Vice 
President and Head Global Clinical Trial Operations in Merck by e-mail to the fact that: “Since late 
spring 2013, we have received a small number of referrals regarding patients with possible adverse 
reaction to HPV-vaccination. The background for referral has been signs and symptoms of 
autonomic dysfunction ...”.  Merck Denmark were receptive, but Merck USA, specifically Alain 
Luxembourg, discarded my concerns.     

Based on literature reviews, data from the producers (Sanofi and Merck), and expert opinions, 
EMA declared in 2015 that there was no link between HPV vaccination and serious autoimmune or 
neurological adverse events. For some reason EMA ignored data provided by the WHO 
collaborating center in Uppsala, Sweden [23] and the subsequent safety concern with HPV vaccine 
[24] as well as other reports linking Gardasil to these adverse events. 

I have personal knowledge concerning cases of POTS in the Gardasil clinical trial programs that an 
investigator working under my supervision attempted to report, but Merck would not accept the 
reports as adverse events.  

Meanwhile, according to Gotzsche and Jorgensen, the reporting for Sanofi MSD to EMA was 
misleading [25] They wrote:  

 
“On 15 May 2017, EMA Executive Director Guido Rasi explained to the EU Ombudsman that 
'all studies submitted for the marketing authorization application for Gardasil were placebo 
controlled'. EMA's official report on POTS and CRPS also gives readers this impression and uses 
the term 'placebo cohorts' for the Gardasil trials. 
 
“This is not true. None of the trials were truly placebo (ie, saline) controlled. In one trial, 597 
children received a so-called 'placebo', which included all the excipients in the carrier solution. 
In another trial, of the nine-valent Gardasil 9, 306 participants received a saline placebo, but as 
they had all been vaccinated with the quadrivalent Gardasil earlier, those who did not tolerate 
the original HPV vaccine were likely not enrolled into the study. In the remaining trials, the 
control group received another vaccine, for example, against hepatitis A or B, which contain an 
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adjuvant similar to that in the HPV vaccines. EMA did not address this fundamental problem in 
its official report.”  
 
“The use of active comparators may make it impossible to detect serious harms of the HPV 
vaccines in the randomized trials if the comparators cause the same or similar harms. This 
problem was criticised by two doctors external to EMA's expert group in the briefing note, but 
it was not mentioned in EMA's official report.” 
 
Epidemiological studies on adverse events to Gardasil vaccination 

a. Studies based on registers 

i.    The first major study was by Arnheim et al 2013 [26] and included 997 585 girls aged 
10-17, among whom 296 826 received a total of 696 420 HPV-4 vaccine doses. Main outcome 
measures were incident hospital diagnosed autoimmune, neurological, and venous 
thromboembolic events (53 different outcomes) up to 180 days after each HP-4V vaccine dose. 
At least five vaccine exposed cases occurred in 29 and these were analyzed further. Whereas 
the rate ratios for 20 of 23 autoimmune events were not significantly increased, exposure to 
HPV-4 vaccine was significantly associated with Behcet’s syndrome, Raynaud’s disease, and 
type 1 diabetes. However, when they used their own “strength criteria,” these events were 
disregarded. They did not evaluate any symptoms of orthostatic intolerance, autonomic 
dysfunction or postural tachycardia – the latter being the most common form of orthostatic 
intolerance in young women [27] Although Denmark and Sweden are alike in many respects, 
including having similar healthcare systems and universal access to healthcare, differences in 
diagnostic coding practices might have influenced the ascertainment of cases. The vaccine 
coverage was 49% in Denmark and 18% in Sweden. 

ii. Hviid et al published in 2020 [28] a study based on a nationwide cohort of Danish 
female participants aged 10-44 years in 2007-16 to evaluate the association between the 
quadrivalent human papillomavirus vaccine and chronic fatigue syndrome, complex regional 
pain syndrome, and postural orthostatic tachycardia syndrome in a self-controlled case series 
analysis. The register used to analyze the association between HPV vaccination and syndromes 
with autonomic dysfunction cannot be regarded as reflecting the true incidence of these 
syndromes. The validity of this study is questionable as the authors have lumped diagnostic 
codes thus mixing post-viral disease – such as mononucleosis which is prevalent in adolescents 
– with ME/CFS and including supraventricular tachycardia of any kind with POTS. The proper 
conclusion would be that they “failed to establish the reality of the effect under investigation.” 

iii. Thomsen et al published in 2020 [29] a partly symptom-based register study using the 
Danish registry system and included data from 314,017 girls who were HPV-vaccinated at ages 
11–17 years between 2008 and 2014. From all 442,229 girls aged 11–17 years in the source 
population, we sampled 177,724 unique girls who served as 314,017 matched unvaccinated 
comparators. These girls had not received an HPV vaccine on the index date of the HPV-
vaccinated girls (56% of the 177,724 girls acted as an unvaccinated comparator to 1 vaccinated 
girl only, 25% to 2 vaccinated girls, and 19% to 3 or more vaccinated girls). A slight “healthy 
vaccinee effect” was observed; that is, girls who were vaccinated against HPV had a slightly 
lower prevalence of prior hospital-diagnosed comorbidity than unvaccinated girls. The main 
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study outcomes were the following types of hospital records, predefined in the protocol: a first 
hospital contact with abdominal pain, nonspecific pain, headache, malaise or fatigue (including 
CFS), tachycardia (four different ICD10 codes one of which was POTS), and hypotension or 
syncope. In absolute numbers they identified 10 cases of POTS in the group of unvaccinated 
girls and 6 in the vaccinated. They identified 9 cases of CFS in in the group of unvaccinated girls 
and so few in those vaccinated that they could not be reported due to data protection 
regulation (risk of being identifiable). The 95% confidence levels were 0.19 to 1.50 for POTS 
and 0.02 to 0.99 for CFS. 

Interestingly, the same group of authors published data [30] on the same study as a poster and 
the results were quite different. In the poster they report on “all 184,597 HPV-vaccinated girls 
aged between 11 and 18 years in 2008-2014 in Denmark and 44,038 age-matched girls who 
did not receive HPV vaccine. All girls entered the study population at age 11.” They found 
significant differences between vaccinated and unvaccinated girls in the incidence rates of 6 
different symptoms associated with POTS and ME/CFS – abdominal pain, unspecific pain, 
headache, hypotension/syncope, tachycardia, and malaise/fatigue: 

 

They concluded this based on their results: 
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Comments: The girls were their own controls and thus appear both as unvaccinated and 
vaccinated, 177,724 were identified but the number of patients used in the analysis was 
314,017 not 355,448 which would have been more logical (2 x 177,017), and the publication 
offers no explanation for this discrepancy. The age group included did not represent the total 
population of HPV vaccinated within the time frame used for the study as a catch-up 
vaccination program for adolescent girls and women up till the age of 27 years was running in 
that period. As has been pointed out by our group, the mean age of those seeking help in our 
unit for possible side effects to HPV-vaccination was 23.5 years and less than 6 per cent were 
in the original target age-group of 12 to 14 years [14].  This is a serious bias in their cohort 
selection.  

In a somewhat larger and mostly overlapping group of vaccinees they found significant 
differences in six symptoms compared to an unvaccinated control group [30; copy of the 
poster in Appendix 3]. The results in terms of diagnoses were based on the Danish National 
Patient Registry but as pointed out earlier, the diagnoses of ME/CFS and POTS are almost non-
existing in this registry. This is evident from the very small number of patients found by the 
study with these two diagnoses. The result – in statistical terms – is confidence intervals of 
such a width that they preclude meaningful analysis and the result being the so-called “error 
of the second kind” – in standard terms the chance of finding no difference between groups is 
almost 100 percent. 

General comments on diagnosis-based register studies 

The Danish Medicine Agency has in general discarded the epidemiological studies based on 
registers in their report to the European Medicine Agency and the rapporteurs on HPV 
vaccination [31]: “The data from these safety studies including a large number of women and 
with no evidence of increased risk of diseases are reassuring. However, a limitation in the 
studies is that the use of registers to identify outcome measures is highly dependent on 
diagnoses. The syndromes suspected as reactions to HPV-vaccination are often difficult to 
diagnose and has overlap in symptoms between diagnoses. Also, many cases report symptoms 
without a diagnosis. Such cases would not be identified in the currently published register 
studies.”  

 b. Studies based primarily on symptoms 

i. Yaju and Tsubaki [32] are statisticians, and they reanalyzed data for a Japanese cohort 
of 30,793 women were included, comprising 21,034 vaccinated cases, 9,245 unvaccinated 
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controls (subtotal: 30,279). Data were originally obtained from a self-completed mail survey of 
24 symptoms considered adverse events experienced in 70,000 girls/young women conducted 
in September 2015. Due to the change in policy regarding HPV-vaccinations in Japan the 
relation between age of the girls and vaccination status with the proportion of vaccinated girls 
varied from 14,6 per cent in the 15-year-old group to 70 percent in the 18-year-old group. This 
shift in proportion of vaccinated participants. 

First, one possible explanation for these findings is the healthy vaccine effect bias [33]. These 
common symptoms are more prone to the healthy vaccine effect. For instance, young women 
in better health might be more likely to be vaccinated and women in worse health might be 
less likely to receive HPV vaccination. Therefore, events in the vaccinated group might be 
underestimated, whereas those in the unvaccinated group might be overestimated. 

Second, the mean study period for the vaccinated cases was shorter than that for the 
unvaccinated controls. As a result of this difference, the event rates of the vaccinated cases 
were expected to be relatively under-estimated, compared to those of the unvaccinated 
controls. 

They concluded [32] that: “Based on this analysis using data from the Nagoya Survey, a 
possible association between HPV vaccination and distinct symptoms, such as cognitive 
impairment or movement disorders, exists. A consistent causal relationship between HPV 
vaccination and these symptoms remains uncertain. However, given the seriousness of the 
symptoms, the authors believe that a more comprehensive and large-scale study is essential to 
confirm the safety of HPV vaccination. 

ii. The study by Fukushima [34] is a descriptive, nationwide epidemiological survey to 
estimate the prevalence and incidence of diverse symptoms among Japanese adolescents 
without HPV vaccination. Participants were 11,037 medical departments in hospitals selected 
nationwide by stratified random sampling. Eligible patients had to satisfy four criteria: aged 
12–18 years upon visiting hospital; having at least one of four symptoms pain or sensory 
dysfunction, motor dysfunction, autonomic dysfunction, or cognitive impairment); symptoms 
persisting for at least 3 months; and influence attendance at school or work. They extracted 
data of patients with diverse symptoms like those after HPV-vaccination while considering 
opinions of doctors in charge. Of the18,302 departments selected for the first-stage survey, 
11,037 (60.3%) responded. The 6-month period prevalence of diverse symptoms was 19.8 per 
100,000 for boys and 40.1 per 100,000 for. The prevalence for “never vaccinated” was 20.2 per 
100,000, for those with symptoms following HPV vaccination 27.8 per 100,000. The prevalence 
among those with unknown vaccine status could not be estimated. Fukushima et al concluded 
that adolescent Japanese girls without HPV vaccination also visited hospitals with diverse 
symptoms similar to those following HPV vaccination.  

Comments: Including girls with only one or very few symptoms in the group would lead to a 
skewed distribution which they do not discuss. In our cohort 80 per cent of the included had 
more than 10 symptoms and looking at Fukushima’s data will reveal a more than doubling of 
the relative difference between vaccinated and unvaccinated of having > 1 symptom to > 10 
symptoms (see below)  
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c. Studies based on adverse event reports 

i. The study by Chao C et al [35] included 189,629 women of all ages who received at 

least one dose of HPV4 between 08/2006 and 03/2008. The majority (99%) of these women were 

in the indicated age range (9–26 years). Women in the autoimmune surveillance were followed 

up to 180 days (referred to as the risk period, excluding day of vaccination) after each dose of 

HPV4. Autoimmune conditions of interest were prespecified and composed of three groups: (i) 

rheumatologic/autoimmune disorders, including immune thrombocytopenia (ITP), autoimmune 

hemolytic anemia, systemic lupus erythematosus (SLE), rheumatoid arthritis (RA) and juvenile 

rheumatoid arthritis (JRA), (ii) autoimmune endocrine conditions, including type 1 diabetes, 

Hashimoto’s disease and Graves’ disease, and (iii) autoimmune neurological/ophthalmic 

conditions, including multiple sclerosis (MS), acute disseminated encephalomyelitis, other 

demyelinating diseases of the central nervous system, vaccine-associated demyelination, Guillain-

Barré syndrome, neuromyelitis optica, optic neuritis and uveitis. 1014 potential new-onset cases 

were electronically identified; 719 were eligible for case review; 31–40% were confirmed as new 

onset. This result in a group of 223 – 288 individual confirmed cases and except for Hashimoto’s 

disease none of the estimated incidence risk ration were significant. They did not analyze 

autoimmune autonomic dysfunction in general or POTS and syncope. In the study Chao et al want 

to show the prevalence of specific autoimmune disease in subjects vaccinated with Gardasil-4. 

They prespecified three groups of autoimmune diseases and carefully revied the new onset cases 

in the vaccinated group.  

To attain an estimate of new-onset cases within the unvaccinated control group they used a 

mathematical model often applied to account for non-responders. To build the model they 

apparently used data from the vaccinated and evaluated group and applied the model both to 

unvaccinated controls and for those not sampled, vaccinated, potential cases. This approach has a 

high risk of circulus in probando, which is a logical fallacy in which the reasoner begins with what 

they are trying to end with. When combined with the fact that the project was financed by the 

producer of the vaccine invalidates the results obtained. 
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ii. In the study by Felicetti et [36] al, all spontaneous reports of vasculitis following 
immunization between January 2003 and June 2014 were retrieved from Eudravigilance (EV), 
the Vaccine Adverse Event Reporting System (VAERS), and VigiBase®. A Standard MedDRA 
Query (SMQ) for vasculitis was used and vaccine types were categorized using the Anatomical 
Therapeutic Chemical classification system. They retrieved 1797 reports of vasculitis in EV, 
1171 in VAERS, and 2606 in VigiBase®. Vasculitis was predominantly reported in children aged 
1–17 years. The generic term “vasculitis” was the most frequently reported AEFI in this 
category across the three databases (range 21.9% to 27.5% of all reported vasculitis for 
vaccines). For the more specific terms, Henoch–Schoenlein Purpura (HSP) was most frequently 
reported, (19.1% on average), followed by Kawasaki disease (KD) (16.1% on average) and 
polymyalgia rheumatica (PMR) (9.2% on average). Less frequently reported subtypes were 
cutaneous vasculitis (CuV), vasculitis of the central nervous system (CNS-V), and Behcet’s 
syndrome (BS). BS was most frequently reported after hepatitis and HPV vaccines and CNS-V 
after HPV vaccines.  

iii. The study by Chandler et al [24] aimed at exploring global reporting patterns for HPV 
vaccine for subgroups of reports with similar adverse event (AE) profiles. All individual case 
safety reports for HPV vaccines in VigiBase® until 1 January 2015 were identified. A statistical 
cluster analysis algorithm was used to identify natural groupings based on AE profiles in a 
data-driven exploratory analysis. Clinical assessment of the clusters was performed to identify 
clusters relevant to current safety concerns. Fifty-four clusters containing at least five reports 
were identified. The four largest clusters included 71 % of the analyzed HPV reports and 
described AEs included in the product label. Four smaller clusters were identified to include 
case reports relevant to ongoing safety concerns (total of 694 cases). In all four of these 
clusters, the most reported AE terms were headache, dizziness, and fatigue or syncope; three 
of these four AE terms were described in >50 % of the reports included in the clusters. These 
clusters had a higher proportion of serious cases compared with HPV reports overall. 
Furthermore, only a minority of reports included in these clusters included AE terms of 
diagnoses to explain the symptoms. Using proportional reporting ratios, the combination of 
headache and dizziness with either fatigue or syncope was found to be more commonly 
reported in HPV vaccine reports compared with non-HPV vaccine reports for females aged 9-
25 years. This disproportionality remained when results were stratified by age and when those 
countries reporting the signals of CRPS (Japan) and POTS (Denmark) were excluded. They 
concluded that the study revealed additional reports of AEs following HPV vaccination that are 
serious in nature and describe symptoms that overlap those reported in cases from the recent 
safety signals (POTS, CRPS, and CFS), but which do not report explicit diagnoses. 

iv. Geir and Geir undertook two epidemiological studies to evaluate concerns about the 
potential for HPV4 vaccination to induce serious autoimmune adverse events (SAAEs) [37,38]. 
In the first study [37], the vaccine adverse event reporting system (VAERS) database was 
examined for adverse event reports associated with vaccines administered from January 2006 
through December 2012 to recipients between 18 and 39 years old with a listed residence in 
the USA and a specified female gender. It was observed that cases with the SAAE outcomes of 
gastroenteritis, arthritis, systemic lupus erythematosus, vasculitis, alopecia, or CNS conditions 
were significantly more likely than controls to have received HPV4 vaccine. Cases with the 
outcomes of Guillain-Barre syndrome, thrombocytopenia, infection, conjunctivitis, or diarrhea 
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were no more likely than controls to have received HPV4 vaccine. Cases with the general 
health outcomes were no more likely than controls to have received HPV4 vaccine.  

v. In their second study [38], Geir and Geir extended their first study by expanding the 
study period (2006 to 2014) and the age interval 6–39-year-old recipients. In this study, they 
found cases with the serious autoimmune adverse event (SAAE) outcomes of with syncope, 
gastroenteritis, rheumatoid arthritis, thrombocytopenia, systemic lupus erythematosus, 
vasculitis, alopecia, CNS demyelinating conditions, ovarian damage, or irritable bowel 
syndrome were significantly more likely than controls to have received HPV4 vaccine. Cases 
with the outcome of Guillain-Barre syndrome were no more likely than controls to have 
received HPV4 vaccine. Cases with Guillain-Barre syndrome, infection, conjunctivitis, diarrhea, 
or pneumonia were no more likely than controls to have received HPV4 vaccine.  

d. Studies based on clinical studies by vaccine producers 

i. Jorgensen et al [25] showed that careful analyses of the data from clinical studies 
conducted by the vaccine producers would have revealed possible side effects. Joergensen et 
al published a review study aimed at assessing the benefits and harms of the human HPV 
vaccines [39]. They obtained 24 clinical study reports of 58,412 pages from EMA/Merck and 
GlaxoSmithKline for 22 industry trials and 2 industry follow-up studies - 17 Cervarix™, 5 
Gardasil™, 1 Gardasil 9™ and 1 monovalent Merck HPV type 16 vaccine with a total of 95,670 
participants (79,102 females and 16,568 males aged 8–72 years). Two researchers extracted 
data and judged risk of bias with the Cochrane tool. Risk ratio (RR) estimates were pooled 
using random-effects meta-analysis. Clinically relevant outcomes in intention to treat 
populations—including serious and general harms.  

Twenty-four of 50 eligible clinical study reports were obtained with 58,412 pages of 22 trials 
and 2 follow-up studies including 95,670 participants: 79,102 females and 16,568 males age 8–
72; 393,194 person-years; and 49 months mean weighted follow-up. Serious harms were 
incompletely reported for 72% of participants. Nearly all (99%) control participants received 
active comparators. No clinical study report included complete case report forms. 

The HPV vaccines did not significantly increase fatal (RR 1.19 (95% CI 0.65 to 2.19)) or serious 
harms (RR 1.01 (95% CI 0.94 to 1.08)), and no individual fatal or serious harm classified with a 
MedDRA-preferred term was significantly increased or decreased by the HPV vaccines.  

The HPV vaccines increased new onset back pain RR 1.15 (95% CI 1.00 to 1.33). The HPV 
vaccines increased general harms RR 1.07 (95% CI 1.03 to 1.11) — especially myalgia RR 1.41 
(95% CI 1.24 to 1.60), fatigue RR 1.13 (95% CI 1.08 to 1.18), and headache RR 1.06 (95% CI 1.02 
to 1.11). The HPV vaccines increased serious nervous system disorders grouped in the 
MedDRA system organ class RR 1.49 (95% CI 1.02 to 2.16) and decreased new onset vascular 
disorders grouped in the MedDRA system organ class RR 0.80 (95% CI 0.67 to 0.94).  

Cases of anaphylaxis and syncope were evenly distributed. There were no cases of chronic 
fatigue syndrome (CFS), complex regional pain syndrome (CRPS), Guillain-Barré syndrome 
(GBS) or postural tachycardia syndrome (POTS), but there was one case of premature ovarian 
failure (POF) in the HPV vaccine group.  Post hoc exploratory analyses of harms of special 
interest yielded the following results: “The serious harms that were judged ‘definitely 
associated’ with POTS or CRPS by the blinded physician were increased by the HPV vaccines, 
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both for POTS (56 vs. 26, RR 1.92 [95% CI 1.21 to 3.07], NNH 1073, P = 0.006, I2 = 0%) and 
CRPS (95 vs. 57, RR 1.54 [95% CI 1.11 to 2.14], NNH 906, P = 0.010, I2 = 0%). The new onset 
diseases that were judged ‘definitely associated’ with POTS were also increased by the HPV 
vaccines (3675 vs. 3352, RR 1.08 [95% CI 1.01 to 1.15], NNH 144, P = 0.03, I2 = 29%). 

 
Bradford Hill criteria applied to post-Gardasil vaccination autoimmune conditions including 
POTS.  
 

a. Strength: A small association does not mean that there is not a causal effect, though 
the larger the association, the more likely that it is causal. An association between HPV-
vaccine and symptoms of chronic inflammation has been found in at least three cohorts 
[14,34,35] – one in Denmark and two in Japan. The systematic review by Joergensen et 
al [39] showed autoimmune conditions such as POTS and CRPS were significantly 
associated with HPV-vaccination. 

b. Consistency: Consistent findings observed by different persons in different places with 
different samples strengthens the likelihood of an effect. POTS associated with HPV-
vaccination has been reported in case reports [18,40,41], The findings in the two large 
cohorts were observed by independent observers and cases reported by other observers 
[42,43] show similar findings.   

c. Specificity: Causation is likely if there is a very specific population at a specific site and 
disease with no other likely explanation. The more specific an association between a 
factor and an effect is, the bigger the probability of a causal relationship. Adverse events 
are reported from a specific population of girls and young women vaccinated against 
HPV [14,34,35,42,43]. 

d. Temporality: The effect has to occur after the cause (and if there is an expected delay 
between the cause and expected effect, then the effect must occur after that delay). 
There is a time delay between the cause (HPV-vaccination) and the effect (occurrence 
of symptoms). [14,32,35] 

e. Biological gradient: Greater exposure should generally lead to greater incidence of the 
effect. However, in some cases, the mere presence of the factor can trigger the effect. 
In other cases, an inverse proportion is observed: greater exposure leads to lower 
incidence. Adverse events were more likely after the second and third dose of the 
vaccine. [12]  

f. Plausibility: A plausible mechanism between cause and effect is helpful (but Hill noted 
that knowledge of the mechanism is limited by current knowledge). Vaccines 
containing adjuvants have been linked to an increased risk of autoimmune/-
inflammatory adverse events following immunization [36]. The review by Guimarães et 
al [44] stated: “there is evidence of vaccine-induced autoimmunity and adjuvant 
induced autoimmunity in both experimental models as well as human patients” [50] 

g. Coherence: Coherence between epidemiological and laboratory findings increases the 
likelihood of an effect. However, Hill noted that "... lack of such [laboratory] evidence 
cannot nullify the epidemiological effect on associations." Epidemiological findings 
cohere [37,38] with the clinical observations. 

h. Experiment: "Occasionally it is possible to appeal to experimental evidence." 
Experimental evidence for a risk of cross-reactivity have been published [45]. 



Expert Report on probable side effects to vaccination with Gardasil Jesper Mehlsen, MD 

1166  

  

i. Analogy: The use of analogies or similarities between the observed association and any 
other associations. Other types of vaccines have caused long-term adverse events in 
other populations [46,47]. 

 
Summary and conclusion  
 
Cohort and case studies have shown probable connection between HPV vaccination and 
autoimmune conditions and Postural Tachycardia syndrome as well as other generalized 
inflammatory conditions. 
 
Epidemiological studies based on data derived from national registers are not useful in detecting 
such conditions as expressed by the Danish Medicine Agency: “a limitation in the studies is that the 
use of registers to identify outcome measures is highly dependent on diagnoses. The syndromes 
suspected as reactions to HPV-vaccination are often difficult to diagnose and has overlap in 
symptoms between diagnoses.” 
 
Epidemiological studies based on symptoms are not useful when reporting on single symptoms as 
autoimmune conditions, and POTS, result in several symptoms and because single symptoms in a 
cohort of adolescents are very common hampering the probability of detecting any differences 
between vaccinees and their controls is very low. 
 
Epidemiological studies based on adverse event reports have shown clear signals of autoimmune 
conditions associated with HPV vaccination. Reexamining the protocols of HPV vaccines prior to 
approval for general use have supported the independent analysis of adverse event reports.   
 
As expressed by Chandler, et al [48]: “The randomized controlled trials upon which licensure is based 
and the observational epidemiological studies by which post-marketing signals are investigated 
provide only population-based estimations of risk. No epidemiological study can answer the 
question “Did this vaccine cause this event in this patient?” [48].  The Committee to Review Adverse 
Effects of Vaccines stated in 2011: “Epidemiologic analyses are usually unable to detect an increased 
or decreased risk that is small and epidemiologic analyses also cannot identify with certainty which 
individual in a population at risk will develop a given condition” [49]. In a more recent analysis [5], 
Gvozdenović et al stated that as “many epidemiological studies are observational in their design, and 
unlike randomized controlled trials where similarity of groups can be experimentally attained, 
comparability of groups can be difficult or even impossible to demonstrate. This renders causal 
inference in these cases challenging and conditional on unverifiable assumptions.” 
 
Based on my education, experience, research, investigation, analyses, a review of the literature, and 
the material identified in this report, it is my opinion to a reasonable degree of medical and scientific 
certainty that Gardasil has been the probable cause of POTS and an autoimmune condition 
resembling myalgic encephalomyelitis (ME/CFS) and Post-COVID-19 syndrome. Dysfunction of the 
autonomic nervous system induced by Gardasil is prominent in these syndromes with manifestations 
of severe orthostatic intolerance i.e. POTS. 
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papilloma vaccine 
L Brinth, AC Theibel, K Pors, J Mehlsen 
Dan Med J 62 (4), A5064 

127 

 
Using Kalman filtering to predict time-varying parameters 
in a model predicting baroreflex regulation during head-
up tilt 
B Matzuka, J Mehlsen, H Tran, MS Olufsen 
IEEE Transactions on Biomedical Engineering 62 (8), 
1992-2000 

17 

 
A 9-valent HPV vaccine against infection and 
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Changes in renography before and after ESWL 
RB Hansen, ML Møller, J Mehlsen, K Affeldt, V 
Kristensen, ... 
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Predictors of clinically significant decrease in GFR 
following ESWL 
RB Hansen, ML Møller, J Mehlsen, K Affeldt, V 
Kristensen, ... 
Scandinavian Journal of Urology and Nephrology 

 

 
Results one month after ESWL of solitary renal calculi 
RB Hansen, ML Møller, J Mehlsen, J Affeldt, V 
Kristensen, ... 

 

 
Challenges in practical computation of global sensitivities 
with application to a baroreceptor reflex model 
CH Olsen, HT Tran, JT Ottesen, J Mehlsen, MS Olufsen 
North Carolina State University. Center for Research in 
Scientific Computation 

3 

 
E72 Renographic changes after ESWL of solitary renal 
calculi 
RB Hansen, ML Møller, J Mehlsen, K Affeldt, V 
Kristensen, ... 
European Urology Supplements 3 (12), 55 

 

 
Differences in autonomic balance in patients with 
cardioinhibitory and vasodepressor type of reflex syncope 
during head-up tilt test and active standing 
HN Holmegard, M Benn, M Kaijer, S Haunsø, J Mehlsen 
Scandinavian Journal of Clinical and Laboratory 
Investigation 72 (4), 265-273 

13 

 
Autonomic nervous instability in postoperative orthostatic 
intolerance after hip arthroplasty: 4AP8-2 
O Jans, J Mehlsen, L Brinth, H Kehlet 
European Journal of Anaesthesiology| EJA 29, 73 

 

 
Individualized optimization of the screening interval for 
diabetic retinopathy: a new model 
J Mehlsen, M Erlandsen, PL Poulsen, T Bek 
Acta ophthalmologica 90 (2), 109-114 

65 

 
Global sensitivity and identifiability analysis applied to a 
model predicting baroreflex regulation during head-up tilt 
J Mehlsen, JT Ottesen, H Tran, M Olufsen 
Proceeding of The 1st international workshop on 
innovative simulation for … 

1 

 
Is asystole during tilt testing association with significant 
arrhythmia? 
J Mehlsen, L Brinth, AB Mehlsen 
FUNDAMENTAL & CLINICAL PHARMACOLOGY 25 
(6), II-III 

 

 
Lack of effect of short‐term treatment with amlodipine 
and lisinopril on retinal autoregulation in normotensive 
patients with type 1 diabetes and mild diabetic retinopathy 
J Mehlsen, P Jeppesen, M Erlandsen, PL Poulsen, T Bek 
Acta Ophthalmologica 89 (8), 764-768 

16 

 
Individual risk assessment and information technology to 
optimise screening frequency for diabetic retinopathy 

182 
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T Aspelund, Ó Þórisdóttir, E Olafsdottir, A 
Gudmundsdottir, AB Einarsdóttir, ... 
Diabetologia 54, 2525-2532 

 
Differences in autonomic balance in patients with 
cardioinhibitory and vasodepressor type of reflex syncope 
during head-up tilt test and active standing 
HN Holmegard, M Benn, M Kaijer, S Haunsø, J Mehlsen 
Autonomic Neuroscience: Basic and Clinical 163 (1), 100 

 

 
Identification of independent risk factors for the 
development of diabetic retinopathy requiring treatment 
J Mehlsen, M Erlandsen, PL Poulsen, T Bek 
Acta ophthalmologica 89 (6), 515-521 

55 

 
The impact of gravity during head-up tilt 
MS Olufsen, B Smith, J Mehlsen, J Ottesen 
2011 Annual International Conference of the IEEE 
Engineering in Medicine and … 

4 

 
Decreased heart rate variability in HIV positive patients 
receiving antiretroviral therapy: importance of blood 
glucose and cholesterol 
G Askgaard, US Kristoffersen, J Mehlsen, G Kronborg, A 
Kjaer, ... 
PloS one 6 (5), e20196 

37 

 
The impact of gravity during head-up tilt 
JT Ottesen, M Olufsen, B Smith, J Mehlsen 

 

 
High prevalence of peripheral arterial disease in patients 
with previous cerebrovascular or coronary event 
J Mehlsen, N Wiinberg, BS Joergensen, P Schultz-Larsen 
Blood Pressure 19 (5), 308-312 

33 

 
Individualization of screening intervals. Methodology and 
practical challenges 
T Bek, J Mehlsen 
ACTA OPHTHALMOLOGICA 88, 49-49 

 

 
Information technology to control screening for diabetic 
retinopathy 
E Stefansson, E Olafsdottir, A Guðmundsdóttir, T Bek, J 
Mehlsen, ... 
Investigative Ophthalmology & Visual Science 51 (13), 
2092-2092 

1 

 
P1. 10 Autonomic control of heart rate and blood pressure 
in Anderson–Fabry's disease 
J Mehlsen, M Ballegaard, U Feldt-Rasmussen, AB 
Mehlsen 
Autonomic Neuroscience: Basic and Clinical 149 (1), 63 

 

 
P2. 5 T-wave amplitude variation as marker of autonomic 
nervous control of the heart 
AB Mehlsen, J Mehlsen 
Autonomic Neuroscience: Basic and Clinical 149 (1), 75 

 

 
IDENTIFICATION OF RISK FACTORS FOR THE 
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DEVELOPMENT OF DIABETIC RETINOPATHY 
REQUIRING TREATMENT 
J Mehlsen, M Erlandsen, T Bek 
EUROPEAN JOURNAL OF OPHTHALMOLOGY 19 
(3), 516-516 

 
Optimizing the Examination Interval During Screening for 
Diabetic Retinopathy: PhD Dissertation 
JMJ Mehlsen 
Faculty of Health Sciences, Aarhus University 

 

 
Oscillometric blood pressure measurement: a simple 
method in screening for peripheral arterial disease 
J Mehlsen, N Wiinberg, C Bruce 
Clinical physiology and functional imaging 28 (6), 426-
429 

35 

 
The Anglo-Scandinavian Cardiac Outcomes Trial: blood 
pressure-lowering limb: effects in patients with type II 
diabetes 
J Östergren, NR Poulter, PS Sever, B Dahlöf, H Wedel, G 
Beevers, ... 
Journal of hypertension 26 (11), 2103-2111 

180 

 
Hypertension--er det lige meget, hvordan vi saenker 
blodtrykket? 
J Mehlsen 
Ugeskrift for Laeger 170 (36), 2782-4 

 

 
High prevalence of peripheral arterial disease in patients 
with previous cerebrovascular or coronary events 
J Mehlsen, N Wiinberg, BS Joergensen, P Schultz-Larsen 
EUROPEAN HEART JOURNAL 29, 89-89 

 

 
Hypertension--does it matter how blood pressure is 
lowered? 
J Mehlsen 
Ugeskrift for Laeger 170 (36), 2782-2784 

 

 
657 Ventricular tachyarrhythmias are uncommon in stable 
outpatients with systolic Heart Failure during 48 hours 
holter monitoring 
P Corell, F Gustafsson, J Mehlsen, J Rosenberg, P 
Hildebrandt 
European Journal of Heart Failure Supplements 7, 162-
162 

 

 
Effect of eight weeks of endurance exercise training on 
right and left ventricular volume and mass in untrained 
obese subjects: a longitudinal MRI study 
TW Vogelsang, B Hanel, US Kristoffersen, CL Petersen, J 
Mehlsen, ... 
Scandinavian journal of medicine & science in sports 18 
(3), 354-359 

45 

 
Changes in the Diameter of Retinal Vessels in vivo After 
Topical Application of a Prostaglandin Agonist and a 
Prostaglandin Synthesis Inhibitor: A Pilot Study 
JM Mehlsen, KB Tilma, T Bek 
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Investigative Ophthalmology & Visual Science 49 (13), 
940-940 

 
Udredning og behandling af reflekssynkoper 
J Mehlsen, AB Mehlsen 
Ugeskrift for Laeger 170 (9), 718-23 

1 

 
Udredning ved mistanke om synkope 
A Mehlsen, J Mehlsen 
Ugeskrift for Laeger 170 (9), 723 

 

 
Diabetes og hypertension. Resultater fra ADVANCE-
studiet 
J Mehlsen 
Ugeskrift for Laeger 170 (7), 531-2 

 

 
Diagnosis and treatment of syncope 
J Mehlsen, AB Mehlsen 
Ugeskrift for Laeger 170 (9), 718-723 

 

 
Investigation in suspected syncope. A study of more than 
1,174 consecutively referred patients 
AB Mehlsen, J Mehlsen 
Ugeskrift for Laeger 170 (9), 723-727 

2 

 
The Anglo-Scandinavian Cardiac Outcomes Trial lipid 
lowering arm: extended observations 2 years after trial 
closure 
PS Sever, NR Poulter, B Dahlof, H Wedel, G Beevers, M 
Caulfield, ... 
European heart journal 29 (4), 499-508 

125 

 
Plasma Adiponectin Concentration and Adiponectin 
Oligomers Associate with Insulin Sensitivity: Effect of 
Physical Training and Weight Loss in Overweight 
Sedentary Men 
JL Mehlsen 
Københavns Universitet, Det Biovidenskabelige Fakultet 
for Fødevarer … 

 

 
The Anglo-Scandinavian Cardiac Outcomes Trial lipid 
lowering arm: extended observations 2 years after trial 
closure. Commentary 
H HOLDAAS, PS SEVER, G MCLNNES, J MEHLSEN, 
MS NIEMINEN, ... 
European heart journal 29 (4) 

 

 
Paroxysmal atrial fibrillation is uncommon in outpatients 
with chronic heart failure 
P Corell, F Gustafsson, J Mehlsen, J Rosenberg, P 
Hildebrandt 
Scandinavian Cardiovascular Journal 42 (3), 202-207 

4 

 
Autonomic and electrocardiographic changes in 
cardioinhibitory syncope 
J Mehlsen, MN Kaijer, AB Mehlsen 
Europace 10 (1), 91-95 

61 

 
Autonomic dysfunction in HIV patients on antiretroviral 65 
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therapy: studies of heart rate variability 
AM Lebech, US Kristoffersen, J Mehlsen, N Wiinberg, 
CL Petersen, ... 
Clinical physiology and functional imaging 27 (6), 363-
367 

 
Value of I-123-MIBG scintigraphy in classification of 
severe autonomic neuropathy 
A Mehlsen, J Mehlsen, A Kjaer 
EUROPEAN JOURNAL OF NUCLEAR MEDICINE 
AND MOLECULAR IMAGING 34, S243-S243 

 

 
Arrhythmia associated with cardioinhibitory syncope 
J Mehlsen, AB Mehlsen 
EUROPEAN HEART JOURNAL 28, 644-644 

 

 
Evaluation of dyspnoea in a sample of elderly subjects 
recruited from general practice 
F Pedersen, J Mehlsen, I Raymond, D Atar, US 
Skjoldborg, ... 
International journal of clinical practice 61 (9), 1481-1491 

53 

 
Changes in the diameter of retinal vessels in vivo after 
topical application of a prostaglandin agonist and a 
prostaglandin synthesis inhibitor. A pilot study 
K Tilma, J Mehlsen, T Bek 
EUROPEAN JOURNAL OF OPHTHALMOLOGY 17 
(3), 481-481 

 

 
Potential synergy between lipid-lowering and blood-
pressure-lowering in the Anglo-Scandinavian Cardiac 
Outcomes Trial (vol 27, pg 2982, 2006) 
P Sever, B Dahlof, N Poulter, H Wedel, G Beevers, M 
Caulfield, R Collins, ... 
EUROPEAN HEART JOURNAL 28 (1), 142-142 

 

 
Potential synergy between lipid-lowering and blood-
pressure-lowering in the Anglo-Scandinavian Cardiac 
Outcomes Trial 
P Sever, B Dahlöf, N Poulter, H Wedel, G Beevers, M 
Caulfield, R Collins, ... 
European heart journal 27 (24), 2982-2988 

235 

 
The Anglo-Scandinavian Cardiac Outcomes Trial: Blood 
pressure-lowering limb (ASCOT-BPLA): effects in 
patients with type 2 diabetes 
J Ostergren, P Sever, N Poulter, B Dahlof, H Wedel, G 
Beevers, ... 

 

 
Prognostic significance of left ventricular filling 
parameters in subjects with preserved systolic function 
from the general population 
F Pedersen, I Raymond, D Atar, J Mehlsen, P Hildebrandt 
EUROPEAN HEART JOURNAL 27, 853-853 

 

 
Autonomic dysfunction and impaired cerebral 
autoregulation in cirrhosis 
VG Frøkjær, GI Strauss, J Mehlsen, GM Knudsen, V 
Rasmussen, ... 

36 
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Clinical Autonomic Research 16, 208-216 

 
Interaction Between Pressure Autoregulation and 
Metabolic Autoregulation in Type 2 Diabetic Patients 
With Minimal Retinopathy 
P Jeppesen, J Sanye–Hajari, J Mehlsen, T Bek 
Investigative Ophthalmology & Visual Science 47 (13), 
482-482 

 

 
Examinations of the autonomic nervous system. The 
Danish Society of Clinical Physiology and Nuclear 
Medicine 
J Mehlsen 
Ugeskrift for laeger 168 (12), 1227 

 

 
Undersøgelser af det autonome nervesystem. Dansk 
Selskab for Klinisk Fysiologi og Nuklearmedicin 
J Mehlsen 
Ugeskrift for Laeger 168 (12), 1227 

 

 
The efficacy of St. John's Wort in patients with minor 
depressive symptoms or dysthymia–a double-blind 
placebo-controlled study 
C Randløv, J Mehlsen, CF Thomsen, C Hedman, H Von 
Fircks, K Winther 
Phytomedicine 13 (4), 215-221 

41 

 
ASCOT Steering Committee Members. Potential synergy 
between lipid-lowering and blood-pressure-lowering in 
the Anglo-Scandinavian Cardiac Outcomes Trial 
P Sever, B Dahlöf, N Poulter, H Wedel, G Beevers, M 
Caulfield, R Collins, ... 
Eur Heart J 27 (24), 2982-2988 

92 

 
Isolated systolic hypertension in an elderly Danish 
population. Prevalence and daytime ambulatory blood 
pressure 
U Talleruphuus, LE Bang, N Wiinberg, J Mehlsen, TL 
Svendsen, ... 
Blood pressure 15 (6), 347-353 

14 

 
Increased intracranial volume in Parkinson's disease 
K Krabbe, M Karlsborg, A Hansen, L Werdelin, J 
Mehlsen, HBW Larsson, ... 
Journal of the neurological sciences 239 (1), 45-52 

69 

 
Prevention of cardiovascular events with an 
antihypertensive regimen of amlodipine adding 
perindopril as required versus atenolol adding 
bendroflumethiazide as required, in the … 
B Dahlöf, PS Sever, NR Poulter, H Wedel, DG Beevers, 
M Caulfield, ... 
The Lancet 366 (9489), 895-906 

4750 

 
Role of blood pressure and other variables in the 
differential cardiovascular event rates noted in the Anglo-
Scandinavian Cardiac Outcomes Trial-Blood Pressure 
Lowering Arm … 
NR Poulter, H Wedel, B Dahlöf, PS Sever, DG Beevers, 

560 
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M Caulfield, ... 
The Lancet 366 (9489), 907-913 

 
P-86: Is a difference in arm blood pressure a useable 
indicator of peripheral arterial disease? 
J Mehlsen, C Bruce, N Wiinberg 
American Journal of Hypertension 18 (S4), 38A 

 

 
P-37: Brachial artery compliance, neurohormones and 
vascular collagen in hypertension accompanied by left 
ventricular hypertrophy. A life study 
CD Tuxen, N Wiinberg, MH Olsen, K Wachtell, PR 
Hildebrandt, J Mehlsen 
American Journal of Hypertension 18 (S4), 21A 

 

 
P-27: Arterial pulse wave reflection during head up tilt 
and sublingual nitroglycerin 
AB Pedersen, J Mehlsen 
American Journal of Hypertension 18 (S4), 18A 

 

 
P-85: Oscillometric blood pressure measurement: A 
simple method in screening for peripheral arterial disease 
J Mehlsen, N Wiinberg 
American Journal of Hypertension 18 (S4), 38A 

 

 
P-110: High prevalence of peripheral arterial disease in 
hypertension 
N Wiinberg, J Mehlsen 
American Journal of Hypertension 18 (S4), 46A 

3 

 
Reduction in cardiovascular events with atorvastatin in 
2,532 patients with type 2 diabetes: Anglo-Scandinavian 
Cardiac Outcomes Trial–lipid-lowering arm (ASCOT-
LLA) 
PS Sever, NR Poulter, B Dahlöf, H Wedel, R Collins, G 
Beevers, ... 
Diabetes care 28 (5), 1151-1157 

534 

 
Sunset and sunrise• EDITORIAL 
JS Alpert, TAM Haidich Jr, M Lucas, CJ Michet, M 
Kuwana, H Yasuoka, ... 

 

 
Underekstremitetsiskæmi-forebyggelse og behandling 
TV Schroeder, LB Ebskov, M Egeblad 
Københav:© Den Almindelige Danske Lægeforening, 
Lægeforeningens forlag … 

2 

 
Prevalence of diastolic dysfunction as a possible cause of 
dyspnea in the elderly 
F Pedersen, I Raymond, J Mehlsen, D Atar, PR 
Hildebrandt 
The American journal of medicine 118 (1), 25-31 

49 

 
Prevention of coronary and stroke events with atorvastatin 
in hypertensive patients who have average or lower-than-
average cholesterol concentrations, in the Anglo-
Scandinavian … 
PS Sever, B Dahlöf, NR Poulter, H Wedel, G Beevers, M 
Caulfield, ... 

174 



Curriculum Vitae – November 2023                   Jesper Mehlsen 
 

21 
 

Drugs 64, 43-60 

 
The prognosis of impaired left ventricular systolic 
function and heart failure in a middle‐aged and elderly 
population in an urban population segment of Copenhagen 
I Raymond, J Mehlsen, F Pedersen, J Dimsits, J Jacobsen, 
... 
European Journal of Heart Failure 6 (5), 653-661 

9 

 
Echocardiographic indices of left ventricular diastolic 
dysfunction in 647 individuals with preserved left 
ventricular systolic function 
F Pedersen, I Raymond, LH Madsen, J Mehlsen, D Atar, 
P Hildebrandt 
European Journal of Heart Failure 6 (4), 439-447 

36 

 
P-286: Brachial artery compliance and ambulatory pulse 
pressure in hypertension accompanied by left ventricular 
hypertrophy. a life study 
C Tuxen, N Wiinberg, PR Hildebrandt, J Mehlsen 
American Journal of Hypertension 17 (S1), 136A 

 

 
P-463: Prevalence of hypertension in a large syncope 
population 
AB Pedersen, J Mehlsen 
American Journal of Hypertension 17 (S1), 202A 

 

 
P-460: Which blood pressure value is the better marker of 
cardiovascular risk in the elderly? 
J Mehlsen 
American Journal of Hypertension 17 (S1), 201A 

1 

 
P-287: Brachial artery compliance and neurohormones in 
hypertension accompanied by left ventricular hypertrophy. 
A life study 
C Tuxen, N Wiinberg, PR Hildebrandt, J Mehlsen 
American Journal of Hypertension 17 (S1), 136A 

 

 
Prevention of coronary and stroke events in hypertensive 
patients who have average or lower-than-average 
cholesterol concentrations, in the Anglo-Scandinavian 
Cardiac Outcomes … 
PS Sever, B Dahlof, NR Poulter, H Wedel, D Beevers, M 
Caulfield, ... 
Drugs 64, 43-60 

 

 
Objektiv rådgivning omkring lægemidler og 
lægemiddelforskning 
J Mehlsen 
Ugeskrift for Laeger 165 (51), 4980-1; author reply 4981 

 

 
Objective counseling concerning drugs and drug research 
J Mehlsen 
Ugeskrift for laeger 165 (51), 4980-4981 

 

 
Er thiaziddiuretika bedre end moderne antihypertensiva? 
J Mehlsen 
Ugeskrift for Læger 165 (23), 2402-2402 
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Are thiazide diuretics better than modern antihypertensive 
agents? 
J Mehlsen 
Ugeskrift for Laeger 165 (23), 2402-2403 

 

 
P-497: Antihypertensive treatment in an elderly Danish 
population-treatment patterns 
U Talleruphuus, LE Bang, N Wiinberg, J Mehlsen, TL 
Svendsen 
American Journal of Hypertension 16 (S1), 218A 

 

 
Sympathetic dysfunction of central origin in patients with 
ALS 
M Karlsborg, EB Andersen, N Wiinberg, O Gredal, L 
Jørgensen, ... 
European Journal of Neurology 10 (3), 229-234 

35 

 
Prevention of coronary and stroke events with atorvastatin 
in hypertensive patients who have average or lower-than-
average cholesterol concentrations, in the Anglo-
Scandinavian … 
PS Sever, B Dahlöf, NR Poulter, H Wedel, G Beevers, M 
Caulfield, ... 
The Lancet 361 (9364), 1149-1158 

5676 

 
Brachial artery compliance in hypertension: Effect of 
losartan and atenolol after one-year of treatment—A LIFE 
substudy 
C Tuxen, N Wiinberg, P Hildebrandt, J Mehlsen 
Journal of the American College of Cardiology 41 (6S1), 
264-264 

 

 
Does isolated diastolic dysfunction explain dyspnea in a 
population with preserved left ventricular systolic function 
and no signs of lung disease? 
F Pedersen, I Raymond, J Mehlsen, D Atar, P Hildebrandt 
Journal of the American College of Cardiology 41 (6S1), 
172-172 

 

 
ASCOT investigators: Prevention of coronary and stroke 
events with atorvastatin in hypertensive patients who have 
average or lower-than-average cholesterol concentrations, 
in … 
S PS 
Lancet 361, 1149-1158 

1 

 
Findes der en>> kommerciel bias<<? 
M Lindberg, J Mehlsen, ML Larsen, HKF Lublin 
UGESKRIFT FOR LAEGER 165 (37), 3539-3542 

 

 
The prevention of coronary events and stroke with 
atorvastatin in hypertensive subjects with average or 
below average cholesterol levels. The Anglo-
Scandinavian Cardiac … 
PS Sever, B Dahlof, NR Poulter, H Wedel, G Beevers, M 
Caulfield, ... 
Lancet 361, 1149-1158 

66 

 
4P-1201 A combination of Japanese ginseng, Ganoderma 5 
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lucidum and Trametes versicolor, referred to as the Goino 
procedure, can lower blood glucose and LDL-cholesterol 
in … 
K Winther, J Mehlsen, E Rein, A Hansen, T Goino 
Atherosclerosis (Supplements)(Component) 2 (4), 339 

 
Effects of a Ginkgo biloba extract on forearm 
haemodynamics in healthy volunteers 
J Mehlsen, H Drabaek, N Wiinberg, K Winther 
Clinical physiology and functional imaging 22 (6), 375-
378 

59 

 
The occurrence of left ventricular isolated diastolic 
dysfunction assessed by Doppler-flow derived parameters 
in 647 individuals aged 50 to 89 
F Pedersen, I Raymond, LH Madsen, J Mehlsen, D Atar, 
P Hildebrandt 
EUROPEAN HEART JOURNAL 23, 330-330 

 

 
Regulation of cerebral blood flow in patients with 
autonomic dysfunction and severe postural hypotension 
B Hesse, J Mehlsen, F Boesen, JF Schmidt, EB Andersen, 
G Waldemar, ... 
Clinical physiology and functional imaging 22 (4), 241-
247 

13 

 
Isolated systolic hypertension in an elderly Danish 
population. Prevalence and 24-hour ambulatory blood 
pressure 
UT Talleruphuus, LEB Bang, NW Wiinberg, JM 
Mehlsen, TLS Svendsen, ... 
JOURNAL OF HYPERTENSION 20, S254-S254 

 

 
Haemodynamic changes following treatment of 
subclinical and overt hyperthyroidism 
J Faber, N Wiinberg, S Schifter, J Mehlsen 
European journal of endocrinology 145 (4), 391-396 

164 

 
Anglo-Scandinavian Cardiac Outcomes Trial: a brief 
history, rationale and outline protocol 
PS Sever, B Dahlöf, NR Poulter, H Wedel, G Beevers, M 
Caulfield, ... 
Journal of human hypertension 15 (1), S11-S12 

27* 

 
Rationale, design, methods and baseline demography of 
participants of the Anglo-Scandinavian Cardiac Outcomes 
Trial 
PS Sever, B Dahlöf, NR Poulter, H Wedel, G Beevers, M 
Caulfield, ... 
Journal of hypertension 19 (6), 1139-1147 

378 

 
A randomized and double-blind comparison of isradipine 
and spirapril as monotherapy and in combination on the 
decline in renal function in patients with chronic renal 
failure … 
LJ Petersen, JR Petersen, U Talleruphuus, ML Møller, SD 
Ladefoged, ... 
Clinical nephrology 55 (5), 375-383 

27 
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P-30: Screening for peripheral vascular disease with a 
simple oscillometric blood pressure equipment 
N Wiinberg, J Mehlsen 
American Journal of Hypertension 14 (S1), 39A 

 

 
P-283: Compliance of peripheral conduit arteries is 
increased in isolated systolic hypertension accompanied 
by left ventricular hypertrophy, a life-substudy 
N Wiinberg, C Tuxen, J Mehlsen, P Hildebrandt 
American Journal of Hypertension 14 (S1), 123A 

 

 
P-282: Change in compliance of peripheral conduit 
arteries during treatment of hypertension accompanied by 
left ventricular hypertrophy, a life-substudy 
C Tuxen, N Wiinberg, P Hildebrandt, J Mehlsen 
American Journal of Hypertension 14 (S1), 123A 

 

 
P-484: Prevalence of isolated systolic hypertension in 
elderly Danish citizens 
J Mehlsen 
American Journal of Hypertension 14 (S1), 193A 

1 

 
Original papers-Therapeutic trials-Rationale, design, 
methods and baseline demography of participants of the 
Anglo-Scandinavian Cardiac Outcomes Trial 
PS Sever, B Dahlof, NR Poulter, H Wedel, G Beevers, M 
Caulfield, ... 
Journal of Hypertension 19 (6), 1139-1148 

 

 
Rationale, design, methods and baseline demography of 
participants of th Anglo-Scandinavian Cardiac Outcomes 
Trial 
PS Sever, B Dahlöf, NR Poulter, H Wedel, G Beevers, M 
Caulfield, ... 

 

 
Peripheral arterial distensibility and central arterial 
compliance in essential hypertension accompanied by left 
ventricular hypertrophy, a life-substudy 
C Tuxen, N Wiinberg, P Hildebrandt, J Mehlsen, R 
Devereaux 
JOURNAL OF HYPERTENSION 18, S194-S194 

 

 
Models of the venous system 
J Mehlsen 
Mathematical Modelling in Medicine, 109-117 

7 

 
Relationship between isobaric compliance of conduit 
arteries and diastolic heart function in essential 
hypertension accompanied by left ventricular 
hypertrophy: A LIFE-Substudy 
CD Tuxen, N Wiinberg, PR Hildebrandt, J Mehisen, JE 
Liu 
CIRCULATION 100 (18), 105-106 

 

 
Isobaric compliance of conduit arteries in essential 
hypertension accompanied by ECG-determined left 
ventricular hypertrophy: A LIFE-substudy 
CD Tuxen, N Wiinberg, J Mehlsen, PR Hildebrandt 
CIRCULATION 100 (18), 175-175 
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The influence of autonomic nervous dysfunction on 
cerebral blood flow autoregulation in patients with 
cirrhosis of the liver. 
GI Strauss, J Mehlsen, BA Hansen, FS Larsen, GM 
Knudsen 
HEPATOLOGY 30 (4), 239A-239A 

 

 
Kardial adaptation til fysisk træning--fysiologiske og 
kliniske aspekter 
F Gustafsson, J Mehlsen 
Ugeskrift for læger 161 (37), 5169-72 

1 

 
Cardiac adaptation to physical training--physiological and 
clinical aspects 
F Gustafsson, J Mehlsen 
Ugeskrift for Laeger 161 (37), 5169-5172 

4 

 
Glomerular filtration rate estimated from the uptake phase 
of 99mTc-DTPA renography in chronic renal failure. 
LJ Petersen, JR Petersen, U Talleruphuus, ML Møller, SD 
Ladefoged, ... 
Nephrology, dialysis, transplantation: official publication 
of the European … 

72 

 
Maximal isometric strength of the cervical musculature in 
100 healthy volunteers 
A Jordan, J Mehlsen, PM Bülow, K Østergaard, B 
Danneskiold-Samsøe 
Spine 24 (13), 1343 

210 

 
Serum levels of advanced glycation end products are 
associated with left ventricular diastolic function in 
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