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NEW REPORT: Biden Administration Pressured FDA and
Ignored Risks During Initial COVID Vaccine Phase

June 24, 2024 Press Release

WASHINGTON, D.C. - Today, the House Judiciary Subcommittee on the Administrative State, Regulatory Reform, and Antitrust, led by

Chairman Thomas Massie (R-KY), released an interim staff report titled, "Politics, Private Interests, and the Biden Administration's Deviation

from Agency Regulations in the COVID-19 Pandemic © " The report details how the Biden Administration pressured the Food and Drug

Administration (FDA) to go beyond its regulatory authority to change its procedures, cut corners, and lower agency standards to approve
_ i o mandate the COVID-19 vaccine,
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ut corners on the vaccine

review, which was due to outside pressure to provide immediate approval so that the government could mandate vaccines. Despite
evidence of harms from the EUA vaccine, the Biden Administration sought to fully approve the Pfizer vaccine through the Biologics
Licensing Application (BLA) process.

Under the leadership of then-Acting FDA Commissioner Dr. Janet Woodcock, a long-time FDA staffer who the Biden Administration
promoted to Acting Commissioner, and Dr. Peter Marks, head of the FDA's Center for Biologics Evaluation and Research (CBER), the
agency cut corners in its usually rigorous BLA process to brand the Pfizer EUA vaccine as the only fully licensed "safe and effective" COVID-
19 vaccine on the market at the time. Today, former Acting FDA Commissioner Woodcock says that, as it relates to vaccine-related injury,
she is "disappointed in [her]self* and that the FDA did not do enough to address vaccine-related injury.

The FDA succumbed to the Biden Administration's pressure to act beyond its authority, which may have long-term impacts on the
agency's ability to confidently serve the American public. This poor policy by the Biden Administration reveals many significant problems
related to accountability and good decision making in the administrative state that warrant legislative reform.

NEW REPORT: Biden Administration Pressured FDA and Ignored Risks During Initial COVID Vaccine Phase | House Judiciary Committee Republicans

Read the full interim staff report and appendix here.
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Take home Message 1

Scientists explore the world
as it is,
not as they would like it
to be.
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1. The overdose of drugs in Japan

Fukushima M. Nature. 1989;342(6252):850-851. doi:10.1038/342850a0
https://www.nature.com/articles/342850a0

2. Clinical trials in Japan
Fukushima M. Nat Med 1, 12-13 (1995). https://doi.org/10.1038/nm0195-12

3. Projection of creutzfeldt-jakob disease frequency based on cadaveric dura

transplantation in Japan
Hamada C, Sadaike T, Fukushima M. Neuroepidemiology. 2003;22(1):57-64. doi:10.1159/000067103

https://pubmed.ncbi.nlm.nih.gov/12566955/
4. Creutzfeldt-Jakob Disease and Cadaveric Dura Mater Grafts in Japan: An Updated

Analysis of Incubation Time
Shigeyuki Matsui, Tetsuji Sadaike, Chikuma Hamada, Masanori Fukushima; Neuroepidemiology

1 December 2004; 24 (1-2): 22-25. https://doi.ora/10.1159/000081045
5. Size of Creutzfeldt-Jakob disease epidemic associated with cadaveric dura

transplantation
Tanaka S, Fukushima M. Neuroepidemiology. 2010;34(4):232-237. doi:10.1159/00029774

https://pubmed.ncbi.nlm.nih.gov/20299804/
6. Lessons from gefitinib-induced interstitial lung disease in Japan: Problems in

approval, pharmacovigilance, and regulatory decision-making procedures
Nishimura T, Tada H, Nakagawa M, Teramukai S, Matsui S, Fukushima M. Pharm Pract (Granada). 2006;4(4):168-178.

doi:10.4321/s1885-642x2006000400004 https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4155619/
7. Lessons from Gefitinib-induced Interstitial Lung Disease: Pharmacovigilance for

Erlotinib in Japan

Nishimura, Tsutomu, Tada, Harue, and Fukushima, Masanori. 1 Jan. 2009 : 161 - 167.
https://content.iospress.com/articles/international-journal-of-risk-and-safety-in-medicine/jrs475
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Prowid also known as a side effect, that is related to the vaccine, or a coincidental
Providers
event that happened following vaccination.

Understanding Adverse Events and Side Effects

Print

CDC provides information about

Information for Parents and CDC's Immunization Safety Office, along with FDA and other federal common and rare adverse events
2.2 ',I‘fF H Caregivers government partners, conducts research on adverse events that occur after that may occur after vaccination
vaccination
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Adverse Reactions (side effects)

Adverse reactions, also known as side effects, are considered to be caused by X N
a vaccine. Usually, vaccine side effects are identified during clinical trials. The Where side effects occur in
intensity of these reactions may range from mild to moderate to severe. They the body

often resolve on their own, and may or may not require medical intervention
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* Local reactions occur where the

Depending on severity, an adverse reaction may also be considered a serious shiot Was given. They are uistelly

About IS0 Adversaievat mild and occur within a few

hours of the shot. Injections site
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Autoimmune inflammatory reactions triggered
by the COVID-19 genetic vaccines in terminally

differentiated tissues
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Abstract

As a result of the spread of SARS-CoV-2, a global pandemic was declared.
Indiscriminate COVID-19 vaccination has been extended to include age groups and
naturally immune people with minimal danger of suffering serious complications
due to COVID-19. Solid immuno-histopathological evidence demonstrates that the
COVID-19 genetic vaccines can display a wide distribution within the body, affecting
tissues that are terminally differentiated and far away from the injection site. These
include the heart and brain, which may incur in situ production of spike protein
eliciting a strong autoimmunological inflammatory response. Due to the fact that
every human cell which synthesises non-self antigens, inevitably becomes the target
of the immune system, and since the human body is not a strictly
compartmentalised system, accurate pharmacokinetic and pharmacodynamic
studies are needed in order to determine precisely which tissues can be harmed.
Therefore, our article aims to draw the attention of the scientific and regulatory
communities to the critical need for biodistribution studies for the genetic vaccines

against COVID-19, as well as for rational harm-benefit assessments by age group.

[o B GAUWLTS B COVID-19 genetic vaccines | spike protein J antigen presentation
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SARS-CoV-2 spike-specific
regulatory T cells (Treg) expand and
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immune regulation in preventing
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International Journal of Vaccine Theory, Practice, and Research

Emergence of a New Creutzfeldt-Jakob Disease:
26 Cases of the Human Version of Mad-Cow

Disease, Days After a COVID-19 Injection

Jean-Claude Perez, PhD ! Claire Moret-Chalmin, MD ?, Luc Montagnier, MD, RIP 4

! Biomathematics; Luc Montagnier Foundation; corresponding author, jeanclaudeperez2(@gmail.com
2Neurology; Luc Montagnier Foundation; clmoret@gmail.com

3Virology; discoverer of the human immunodeticiency virus and Nobel Laureate 2008; the website for the Luc Montagnier
Foundation 1s https://montagnier.net/ flm/fr/accueil/
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A Potential Role of the Spike Protein in
Neurodegenerative Diseases: A Narrative Review

Stephanie Seneff ' , Anthony M. Kyriakopoulos -, Greg Nigh ~, Peter A. McCullough *

Computer Science and Artificial Intelligence Laboratory, Massachusetts Institute of Technology, Cambridge, USA 2
Reasearch and Development, Nasco AD Biotechnology Laboratory, Piraeus, GRC 3. Naturopathy, Immersion Health,
Portland, USA 4. Internal Medicine, Truth for Health Foundation, Tucson, USA

Corresponding author: Stephanie Seneff, seneff@csail.mit.edu

Abstract

Human prion protein and prion-like protein misfolding are widely recognized as playing a causal role in
many neurodegenerative diseases. Based on in vitro and in vivo experimental evidence relating to prion and
prion-like disease, we extrapolate from the compelling evidence that the spike glycoprotein of SARS-CoV-2
contains extended amino acid sequences characteristic of a prion-like protein to infer its potential to cause
neurodegenerative disease. We propose that vaccine-induced spike protein synthesis can facilitate the
accumulation of toxic prion-like fibrils in neurons. We outline various pathways through which these
proteins could be expected to distribute throughout the body. We review both cellular pathologies and the
expression of disease that could become more frequent in those who have undergone mRNA vaccination.
Specifically, we describe the spike protein’s contributions, via its prion-like properties, to
neuroinflammation and neurodegenerative diseases; to clotting disorders within the vasculature; to further
disease risk due to suppressed prion protein regulation in the context of widely prevalent insulin resistance;
and to other health complications. We explain why these prion-like characteristics are more relevant to
vaccine-related mRNA-induced spike proteins than natural infection with SARS-CoV-2. We note with an
optimism an apparent loss of prion-like properties among the current Omicron variants. We acknowledge

that the chain of pathological events described throughout this paper is only hypothetical and not yet
verified. We also acknowledge that the evidence we usher in, while grounded in the research literature, is
currently largely circumstantial, not direct. Finally, we describe the implications of our findings for the
general public, and we briefly discuss public health recommendations we feel need urgent consideration.

An earlier version of this article was previously posted to the Authorea preprint server on August 16, 2022.

https://www.cureus.com/articles/129846-a-potential-role-of-the-spike-protein-in-neurodegenerative-diseases-a-narrative-review#!/
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Figure 5. Biodistribution of lipid-nanoparticle in rat, Pfizer study November 2020. From
TGAFOI reply 2389-6 [5] (p. 45).

amys®

Table 4-2. Mean concentration of radioactivity (sexes combined) in tissue and blood following a single
IM dose of 50 pg mRNA /rat

Sample Total Lipid Concentration (pg lipid equiv/g (or mL}))

0.25 min 1h Zh 4h 8h 24h 48h

Adipose tissue 0.057 0.100 0.126 0.128 0.093 0.084 0.181

Adrenal glands 0.27 1.48 2.72 289 6.80 13.77 18.21

Bladder 0.041 0.130 0.146 0.167 0.148 0.247 0.365

Bone (femur) 0.091 0.195 0.266 0.276 0.340 0.342 0.687

Bone marrow (femur) 0.48 0.96 1.24 124 1.84 2.49 3.77

Brain 0.045 0.100 0.138 0.115 0.073 0.069 0.068

Eyes 0.010 0.035 0.052 0.067 0.059 0.091 0112

Heart 0.28 1.03 1.40 0.99 0.79 0.45 0.55

Injection site 1283 3938 311.2 338.0 2128 1949 164.9

Kidneys 0.39 116 2.05 0.92 0.59 043 0.42

Large intestine 0.013 0.048 0.09 0.29 0.65 1.10 1.34

Liver 0.74 4.62 1097 16.55 26.54 19.24 24.29

Lung 049 1.21 1.83 1.50 1.15 1.04 1.09

Lymph node (mandibular) 0.064 0.189 0.290 0.408 0.534 0.554 0.727

Lymph node (mesenteric) 0.050 0.146 0.530 0.489 0.689 0.985 1.366

Muscle 0.021 0.061 0.084 0.103 0.096 0.095 0.192

Ovaries (females) 0.104 1.34 1.64 234 3.09 5.24 12.26

Pancreas 0.081 0.207 0.414 0.380 0.294 0.358 0.599

Pituitary gland 0.339 0.645 0.868 0.854 0.405 0.478 0.694

Prostate (males) 0.061 0.091 0.128 0.157 0.150 0.183 0.170

Salivary glands 0.084 0.193 0.255 0.220 0.135 0.170 0.264

Skin 0.013 0.208 0.159 0.145 0.119 0.157 0.253

Small intestine 0.030 0.221 0.476 0.879 1.279 1.302 1.472

Spinal cord 0.043 0.097 0.169 0.250 0.106 0.085 0.112

Spleen 0.33 2.47 7.73 10.30 22.09 20.08 23.35

Stomach 0.017 0.065 0.115 0.144 0.268 0.152 0.215

Testes (males) 0.031 0.042 0.079 0.129 0.146 0.304 0.320

Thymus 0.088 0.243 0.340 0.335 0.196 0.207 0.331

Thyroid 0.155 0.536 0.842 0.851 0.544 0.578 1.000

Uterus (females) 0.043 0.203 0.305 0.140 0.287 0.289 0.456

Whole blood 197 437 5.40 3.05 1.31 091 0.42

Plasma 3.96 8.13 8.90 6.50 2.36 1.78 0.81

Blood:plasma ratio 0.815 0.515 0.550 0.510 0.555 0.530 0.540

https://www.mdpi.com/2227-9059/11/8/2287
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Table 1. Studies demonstrating persistence of vector-based vaccine constituents and/or derivative spike protein.

Author

Constituents/Tissue Type/Assay Technique
Animal

Duration Measured

Pfizer (Japanese MoH) 2020

[46] Radiolabelled LNP in plasma and tissues

Human

140 h—14 days

Ogata et al. (2021) [52]

Spike protein and S1 subunit (assay)

3 days
Bansal et al. (2021) [57] Spike Protein 4 months
Fertig et al. (2022) [50] LNPs and mRNA 15 days
mRNA and Spike Protein in ipsilateral lymph
Réltgen et al. (2022) [53] nodes; 60 days
2-7 days post dose in blood
Yamamoto et al. (2022) [58] Spike Protein in skin 3 months

Yonker et al. (2023) [54]

Spike Protein in blood
Castruita et al. (2023) [51]

1-19 days in cases of
myocarditis

mRNA in plasma

28 days
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LETTER TO THE EDITOR

SARS-CoV-2 spike protein found in the acrosyringium and
eccrine gland of repetitive miliaria-like lesions in a woman
following mRNA vaccination

Shigetoshi Sano & Mayuko Yamamoto, Reiko Kamijima, Hozumi Sano

First published: 01 April 2024 | https://doi.org/10.1111/1346-8138.17204

MRNAD VF U RREZED X EIZHON-REEHBIERBEDRENFELS LY
T91) R TSARS-CoV-2MDRINA ORI INJEFHR

= *the mRNA vaccine unexpectedly remained for a long period of time (over 1 year)
after the last dose, although it was designed to be degradated shortly after

administration.

Sano, S., Yamamoto, M., Kamijima, R. and Sano, H. (2024),
J Dermatol. https://doi.org/10.1111/1346-8138.17204

2024/08/17 OERRRERS 58



https://doi.org/10.1111/1346-8138.17204

Focusing on Post Vaccination Syndrome =y
__MedDRA PT 10036242 ~

Post Vaccination AE™
Long COVID™>

Cough Palpitations

Loss of smell Dyspnea Sleep disorder

Loss of taste Malaise Anxiety

Difficulty concentrating ~ Heéadache  Chest pain

Effort intolerance Joint pain Cognitive disorder
Muscle Pain Diarrhea Other 199 AES
Nausea Hair loss

FREEMIEEFENTLVEL
IS T4 LEREENSDHEDH

*1 https://www.covid19-jma-medical-expert-meeting.jp/topic/6466
*2 https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8812092/
*3 https://www.mhlw.go.jp/content/10601000/001091327.pdf
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MRNA Vaccine Toxicity Sog

2020

FHAIOFT IMIILARRICDVN T, BEGE, BEDR
LI e R R 4L & N\HEETS5ET 3. S0NEDEL-BIEEC L
DACE.org % Doctors for Covid Ethics DUV VEEE,
'mRNA Vaccine Toxicity IN—f&EAEEALHS
HZERIC KU MediTRANS & WL\ SEIERAI THAREEIC
BERINFZLEDTTHBNMWEZLERT,

ZEERRIZDoctors for Covid EthicskWERIS ™
~O—kFDAEET T,

https://jsvrc.jp/mrna-vaccine-toxicity/ &Y

Michael, Palmer, MD

Sucharit Bhakdi, MD Margot DesBois, BA
Brian Hooker, PhD David Rasnick, PhD

Mary Holland, JD Catherine Austin Fitts
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N
2020

’ 3 doses

Cumulative Incidence of COVID-19 (Proportion)

0.00 0.02 0.04 0.06 0.08 0.10 0.12 0.14

r T T T T T T T T T T T T T |

0 14 28 42 56 70 84 98 112 126 1;40 154 168 182 196

Time Since Study Start Date, d

Nos. at risk 5 E W
0 doses 5738 5683 5626 5503 5528 5506 5449 15406 5333 5260 5208 5156 5108 5087

2350 2340 2333 2328 2334 2328 2322 12200 2268 2236 2214 2187 2157 2127
2 doses 13784 13603 13684 13758 13757 13787 13714 13 560 13351 13 200 13 059 12 907 12751 12 597
3 doses 20 908 21024 21158 21368 21 509 21696 21702 21558 21257 21020 20 841 20613 20 306 20 187

3634 3630 3631 3658 3685 3875 3642 13818 3548 3486 3452 3407 3368 3336

Figure 3: Cleveland Clinic study showing increasing COVID-19 cases with increasing mRNA vaccinations

Cleveland Clinic study demonstrating COVID-19 incidence among participants based on the number of prior mRNA
vaccine doses received. The study shows rising case rates associated with increased COVID-19 mRNA vaccine doses.

Cited from

Mead MN, Seneff S, Wolfinger R, Rose J, Denhaerynck K, Kirsch S, McCullough PA.

COVID-19 mRNA Vaccines: Lessons Learned from the Registrational Trials and Global Vaccination Campaign.
Cureus. 2024 Jan 24;16(1):e52876. doi: 10.7759/cureus.52876. PMID: 38274635; PMCID: PMC10810638.
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC10810638/
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Figure 1: NSW Australia hospitalisations, ICU admissions and deaths last 6
weeks 2022 by vaccination status.

Cited from

Parry PI, Lefringhausen A, Turni C, et al.

'Spikeopathy': COVID-19 Spike Protein Is Pathogenic, from Both Virus and Vaccine mRNA. Biomedicines.
2023;11(8):2287. Published 2023 Aug 17. doi:10.3390/biomedicines11082287 https://www.mdpi.com/2227-9059/11/8/2287
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Increased age-adjusted cancer mortality® 5’®”
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Figure 1: Age-adjusted mortality rates (AMRs) over time and excess mortality in each month: all cancers.

(Left side) Observed age-adjusted mortality rates (AMRs) (per 100,000 population) are represented by a blue line with marks, the
predicted trend by logistic regression analysis by a dashed line, and the 95% prediction intervals (Pls) by dotted lines. Markers are
highlighted in yellow for years with figures exceeding 95% of the upper PI, and pink for years with figures exceeding 99% of the
upper Pl. The vertical line indicates the arrival of COVID-19 in Japan. There was a decreasing trend until 2020, but the decline
stopped after 2021, with figures exceeding the 95% upper Pl in 2021 and the 99% upper Pl (the line was not shown) in 2022.

(Right side) The horizontal axis indicates each month during the pandemic in 2020, 2021, and 2022, while the vertical axis on the
left side indicates the excess mortality (%), calculated as (observed AMR - predicted AMR in the corresponding month) /
predicted AMR in the corresponding month*100. The predicted AMRs based on the 2010-2019 period preceding the COVID-19
pandemic were estimated by logistic regression analysis.

Cited from: Increased Age-Adjusted Cancer Mortality After the Third mRNA-Lipid Nanoparticle Vaccine Dose

During the COVID-19 Pandemic in Japan Gibo M, Kojima S, Fujisawa A, Kikuchi T, Fukushima M m
10.7759/cureus.57860
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Increased age-adjusted cancer mortality@ i
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Figure 2: Excess mortality during the pandemic in 2020, 2021, and 2022 (upper) and crude cancer deaths in 2022 (lower) in each age group.
Excess age-specific mortality = (observed ASMR - predicted ASMR) / predicted ASMR * 100 (%). Predicted ASMRs based on the 2010-2019
period preceding the COVID-19 pandemic were calculated using logistic regression. The ¥ symbol signifies >99% upper PI, * >95% upper P,
and t<95% lower PI. 2020, deficit mortality was observed in most age groups except for the 75—79 age group. However, mortality increased
gradually in 2021 and more remarkably in 2022 in almost all age groups except for the 65—69 and 85+ age groups. In the 75—79 age group,
excess mortality was 3.9% (95%Cl: 2.6, 5.3) in 2020, 7.9% (95%Cl: 6.4, 9.5) in 2021, and 9.5% (95%Cl: 7.8, 11.4) in 2022, exceeding the 99%
upper Pls. In the 80—84 age group, excess mortality was 2.9% (1.4, 4.5) in 2022, exceeding the 95% upper Pl. No statistical significance was

detected in the younger age groups, which had few deaths. The chart below shows that the number of deaths from all cancers was highest
in the 80—84 age group.
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Serum 25-hydroxy Vitamin D Levels in Chronic Fatigue Syndrome: a
Retrospective Survey

Saul Berkovitz, Gareth Ambler, Michael Jenkins, and Sue Thurgood
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Abstract

Introduction: Patients with chronic fatigue syndrome (CFS) may be at risk of osteoporosis due to their relative lack of physical
activity and excessive time spent indoors, leading to reduced vitamin D synthesis. We hypothesized that serum 25-OH vitamin D
levels are lower in CFS patients than in the general British population. Subjects and methods: We performed a retrospective survey
of serum 25-OH vitamin D levels in 221 CFS patients. We compared this to a group of patients attending the hospital for other
chronic conditions and to a large British longitudinal survey of 45-year old women, using a variety of appropriate statistical
approaches. Results: 25-0OH vitamin D levels are moderately to severely suboptimal in CFS patients, with a mean of 44.4 nmol/L
(optimal levels >75 nmol/L). These levels are lower and the difference is statistically significant (p<0.0004) than those of the
general British population from a recent national survey, but similar to those in patients with other chronic conditions. Conclusions:
This data supports the recommendation made in recent NICE guidelines that all patients with moderate to severe CFS should be
encouraged to obtain adequate sun exposure and eat foods high in vitamin D. Oral or intramuscular vitamin D supplementation

should be considered for those whose levels remain suboptimal.
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Effect of vitamin D3 on self-perceived fatigue

A double-blind randomized placebo-controlled trial

Albina Nowak, MD*", Lukas Boesch, MD?, Erik Andres, MD?, Edouard Battegay, PhD?,
Thorsten Hormemann, Pth, Christoph Schmid, PhD®, Heike A. Bischoff-Ferrari, PhD“,
Paolo M. Suter, PhD?, Pierre-Alexandre Krayenbuehl, MD®®

Abstract
Background: Vitamin D deficiency is frequent and has been associated with fatigue in uncontrolled trials.

Methods: This is the first double-blind placebo-controlled clinical trial to investigate the efficacy of per os vitamin D3 (cholecalciferol)
in treating fatigue among otherwise healthy persons with low serum 25-hydroxyvitamin D (25(0H)D) levels. We enrolled 120
individuals (mean age 29+6 years, 53% women) presenting with fatigue and vitamin D deficiency (serum 25(OH)D < 20 pg/L).
Participants were randomized to a single oral dose of 100,000 units of vitamin D or placebo. The primary endpoint was intra-individual
change in the fatigue assessment scale (FAS) at 4 weeks after treatment.
Result: The mean age of the participants was 29 + 6 years, 53% were women. Mean FAS decreased significantly more in the vitamin
D group (—3.3+5.3; 95% confidence interval [Cl] for change —14.1 to 4.1) compared with placebo (—0.8+5.3; 95% ClI for change
—9.0 to 8.7); (P=0.01). Amelioration of fatigue was reported more frequently in vitamin D than in placebo group (42 [72%)] vs. 31
[60%)]; P=0.01; odds ratio [OR] 2.63, 95% Cl for OR 1.23-5.62). Among all participants, improvement in fatigue score correlated
with the rise in 25(0H)D level (R=-0.22, P=0.02).
Conclusion: Vitamin D treatment significantly improved fatigue in otherwise healthy persons with vitamin D deficiency.

This study was registered at the www.ClinicalTrials.gov Protocol ID NCT02022475.
Abbreviations: 25(0H)D = 25-hydroxyvitamin D, BDI = beck depression inventory, BMI = body mass index, BQF = basic
questionnaire for fatigue, CFS = chronic fatigue syndrome, FAS = fatigue assessment scale, FCA = fatigue course assessment, IQR
= interquartile range, ISI = insomnia severity index, IU = international unit, M.I.N.| = mini international neuropsychiatric interview, MD =
medical doctor, OR = odds ratio, PTH = parathyroid hormone, RCT = randomized clinical trial, TSH = thyroid stimulating hormone.

Keywords: fatigue, randomized clinical trial, vitamin D
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What Primary Care Practitioners Need to Know about the New NICE
Guideline for Myalgic Encephalomyelitis/Chronic Fatigue Syndrome in
Adults

by Caroline Kingdon " B©, Adam Lowe 2 ¥, Charles Shepherd 3 and Luis Nacul -4

3.5.5. Diet and Nutrition

Adequate fluid intake and a well-balanced diet are important (ng206 symptom management 1.12.19). No dietary,
vitamin or supplement interventions were recommended due to insufficient evidence favouring one over any others
(ng206 symptom management 1.12.24).

Practitioners should also work with the person to find ways of minimising complications caused by
gastrointestinal symptoms (such as nausea, changes to appetite, swallowing difficulties, sore throat or difficulties with
the energy required to buy, prepare, and eat food). This may require medication, changes to diet or adaptations
around the home.

People with ME/CFS who experience nausea should be encouraged to eat regularly, taking small amounts often
(ng206 symptom management 1.12.21). If people with ME/CFS are losing weight, follow a very restrictive diet, or
have unexplained weight gain, they should be referred for assessment to a dietitian with a special interest in ME/CFS
(ng206 symptom management 1.12.22).

Dietetic assessment from a dietitian with a special interest in ME/CFS is particularly important for people with
severe or very severe ME/CFS, who may be at risk of malnutrition (ng206 care for people with severe or very severe
mecfs 1.17.2). Additional support for people with severe or very severe ME/CFS may include having nourishing
drinks and snacks, including food fortification; finding easier ways of eating to conserve energy, such as food with
softer textures; using modified eating aids, particularly if someone has difficulty chewing or swallowing (ng206 care
for people with severe or very severe mecfs 1.17.11-12); and oral nutrition support and enteral feeding if required
(ng206 care for people with severe or very severe mecfs 1.17.2).

Some people Wilh ME/GES may be at risk of vitamin D deficiency and may need supplementation according to
the general population recommendations (ng206 symptom management 1.12.23). Explain that there is not enough
evidence to support other vitamin and mineral supplements as either a treatment for ME/CFS or for managing
symptoms. The potential side effects of taking doses above the recommended daily amount should be explained
(ng206 symptom management 1.12.24).
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Myalgic Encephalomyelitis / Chronic BB OIS o b BEORARETACIE. MecFof
. . HEO25-EFOFVESIVDREF—RRASLYLFEICENCEABSM =S
Fatigue Syndrome (ME-CFS): good f=o BAEDMBICIE. EASUDEBRICAHT SRBE-IEE FIUDAGRILSH,
. ERBDENEZEOT ILICEI>TELAIVDOEREFE LT LT, TAYR
practice statement HIFHENEHREIN TS, ME-CFSEE O & O R BKREIZBI T HE 43 DO
ﬁ%5>§A1tt|:$5‘aEitEﬁ7b“5§ﬁ¢’G‘ﬁ)") 2011EFITHESNDHELHFL TS,
Published: 28 February 2023 Guidance to support the diagnosis and
:Jr::jmateﬁahhf:re‘j%:f_m management of ME/CFS in primary care. This was

There has been considerable recent interest in the role of vitamin D in the

Part of: Health and social care
ISBN: 9781805251484

originally published in 2070 and we have partially

updated it to insert key recommendations from the

NICE Guideline on ME/CFS published in October 7777
2021 relative lack of physical activity and excessive time spent indoors. In a

recent retrospective study, 25—hydroxy vitamin D levels were found to be
recent editorial pointed out that there was no downside risk to increasing
the intake of vitamin D intake by increasing the consumption of foods that
naturally contain or are fortified with vitamin D. A prospective randomised

underway and hopes to report in 2011,

https://www.gov.scot/publications/scottish-good-practice-statement-myalgic-encephalomyelitis-chronic-fatigue-syndrome-cfs/pages/7/
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@ b [ @ Centers for Disease Control and Prevention -
@ CDC 24/7: Saving Lives, Protecting People™ Search COVID-19 Q

COVID-19

A COVID-19 i+ . H
Post-COVID Conditions: Information for
About COVID-19 1
Healthcare Providers o . . : . :
Table 1a. Basic diagnostic laboratory testing to consider for patients with Post-
Symptoms Updated Feb. 6, 2024 Print COVID Conditions
Testing
This page provides an overview for healthcare providers. Category Laboratory Tests
Medical Conditions Science behind Long COVID.
Prevention o Blood count, electrolytes, and Complete blood count with possible iron studies to follow, basic
[-Tel-] Py
& For the General Public: Long COVID (Post-COVID Coy reme] funcicn metabolic panel, Urinalysis
Vaccines
Liver function Liver function tests or complete metabolic panel
Inflammatory markers C-reactive protein, erythrocyte sedimentation rate, ferritin
Thyroid function TSH and free T4

Vitamin deficiencies vitamin D,
KECDCHARSAY
Post-COVID Conditions: Information for Healthcare Providers &U#k#%;
https://www.cdc.gov/coronavirus/2019-ncov/hcp/clinical-care/post-covid-conditions.html#print

itamin B12
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Vitamin D on COVID-19 Patients During the Pandemic, 2022.
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?Faculty of Medicine, Kafrelsheikh University, Kafrelsheikh, Egypt.
3Faculty of Medicine, University of Khartoum, Sudan.
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Abstract
Numerous connections between the level of vitamin D (Vit-D) and the novel
coronavirus disease -19 (COVID-19) have surfaced during the pandemic.

First, the studies that evaluated the effects of Vit-D deficiency in patients,
and lastly, the studies that evaluated Vit-D as a supplement, both
on mortality rate, hospitalization duration, ICU admission rate,
and mechanical ventilation rate. A total of 8001 COVID-19 patients from 42
studies were included. A high serum Vit-D concentration compared to those
with lower levels was associated with a significantly lower mortality rate
(RR =1.5,95% Cl = 1.11: 2.02, p = 0.01). According to the estimated effect
of 18 studies, those who took Vit-D supplements had a significantly lower
mortality rate, hospitalization duration, ICU admission rate, and mechanical
ventilation rate than those who did not. The group receiving Vit-D doses

https://dx.doi.org/10.12944/CRNFSJ.11.1.3
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So, we conducted this systematic review and meta-analysis to explore the Article History Fon— 2 = c B b7 kb
effect of Vit-D deficiency and its supplementation on the clinical outcomes Received: 16 November L 6\7?:‘3 %gﬁﬁt_tti%\b—c—\ %txéklgﬁ“ﬁﬁg\ ICUAZ=, &iv%mj‘g
of COVID-19 patients. We looked for relevant articles in Cochrane Library, 2022 ATIRIENERICED D72, Vit-DZ50 000~100 000 IUDFIE TS

' 7 =
Scopus, Web Science, PubMed, and EBSCO up until the end of 2022. | Accepted: 16 March NEETIL ﬁfﬁzﬁbcﬁgﬁﬂfﬁzﬁtttﬁxbf ERFRERNVERICRYF C
The Open Meta Analyst software was used to analyze the extracted data. 2023 Hofe. Y= J\D/EfEFb\J—.EI%ECOWD 198 ETIE. EYIDRZEREE
We classified them into two main categories based on their objectives. Kaywords R TIHEERNEREITIEN D72, COVID-19 T, Vit-DYF TUX VNI KVER

Vitamin D Deficiency;
Vitamin D Supplements;
Efficacy;

SARS-CoV-2 Virus;
Clinical Outcome.
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Determination of a Serum 25-Hydroxyvitamin D Reference Ranges in
Japanese Adults Using Fully Automated Liquid Chromatography—
Tandem Mass Spectrometry

Hiroyasu Miyamoto ', Daisuke Kawakami #5, Nobuhiro Hanafusa 4, Tsuyoshi Nakanishi %,
Masaki Miyasaka ', Yutaka Furutani ', Yuichi Tkeda? Kyoko Ito °, Tomohiro Kato ©,
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International Agriculture and Food Studies, Tokyo Universiy of Agriculture, Setogaya City, Tokyo, Japan; * Analytical & Measuring Instruments
Division, Shimadzu Corporation, Kyoto city, Kyoto, Japan; ® Analytical Business Unit, Shimadzu Europa GmbH, Duisburg, Germany; © Centre for
Preventive Medicine, The Jikei University School of Medicine, Minato City, Tokyo, Japan: ” Harumi Toriton Clinic of The Jikei University Hospital,
Chuo Gity, Tokyo, Japar; ® Department of Health Science, The Graduate School, The Jikei University School of Medicine, Tokyo, Japan;

? Department of Orthopedics, The Jikei University School of Medicine, Minato-ku, Tokye, Japan

ABSTRACT

Background: Despite an increasing interest in vitamin D status, a reference range of the nutrient has not been fully established. This is
partly due to a paucity of standardized measuring systems with high throughput. In addition, the range may vary by populations and may
change with modernization of lifestyles.
Objectives: This study aims to calculate the current reference concentration of 25-hydroxyvitamin D (25(OH)D) among healthy people
living in an urban area in Japan.
A newly ped fully liquid coupled to tandem mass spectrometry (LC-MS/MS) system was used

to measure serum 25(OH)D concentrations. Reproducibility was assessed by measuring standardized samples. Accuracy was validated by

ing with ially available i Then, mass screening was conducted targeting participants who received medical
checkups in Tokyo from April 2019 to March 2020, and the reference ranges were calculated.
Results: The coefficients of variations of i and interday reproducibility were 4.1%-8.5% and 3.7%-8.0% for 25-hydroxyvitamin
D2 (25(0H)D2) and 4.7%-7.0% and 4.0%-6. 9% for 25 -hydroxyvitamine D3, respectively. The measured total 25(OH)D concentrations
correlated well with those measured by immunoassays. In total, 5518 participants were measured for 25(OH)D concentrations, among
whom 98% showed inadequate concentrations (<30 ng/mL). The reference ranges of total 25(OH)D for female, male, and total participants
were 7-30 ng/mL, 5-27 ng/mL, and 629 ng/mL, respectively. After excluding those with abnormal renal and liver function, the range was
6-30 ng/mL.
Conclusions: The high prevalence of vitamin D i iency among scemingly healthy ion may be attributed to lifestyle charac-
teristics of people living in urban areas of Japan, including spending less time outdoors and lower intake of traditional foods. Longitudinal
follow-up and mass screenings targeting different population will help elucidate reasons for discrepancies between official guidelines and
the observed concentrations, to which the well-validated measurement system is essential.

Keywords: vitamin D, reference range, LC-MS/MS, mass screening, laboratory medicine
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Determination of a Serum 25-Hydroxyvitamin D Reference Ranges in Japanese Adults Using Fully
Automated Liquid Chromatography-Tandem Mass Spectrometry,
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“Surprisingly, 5396 (98%)
participants were classified as
vitamin D insufficient (1092, 19.8%)
or vitamin D deficient (4334,
78.5%).”
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FIGURE 2. Distribution of the 25(0OH)D concentrations measured by LC-MS/MS.
Dotted line represents the threshold of vitamin D insufficiency (30 ng/mL).
25(0OH)D, 25-hydroxyvitamin D.
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- o o the Navy, has also been taking place in the Army, and the per-
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