
From: Wiebold, Amanda (NIH/NINOS) [E] [/O=EXCHANGE LABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
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Sent: 5/4/20216:05:24 PM 

To: i b6 ! 
L--·- ·-·-·- ·-·-· - ·-·-·-·-· -·- ·-·-·-·-·-· - ·-·. 

Subject: Consent Form 

Attachments: 15N0125 Samples Only Consent.pdf 

A WLCU'l.da, Wiebold,, 13SN, RN, CNRN 
Research Nurse Specialist 
NINOS Section of Infections of the Nervous System 
10 Center Drive, Building 10/7C107, MSC 1430 
Bethesda, Maryland 20892 
Office:i b6 i 

.-•- L ,,.,,.,,.,,.,,.,,.,,.,,.,,.,,.,,.,,.,-·-·• 

Cell:i b6 i 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Fax: 301-480-5594 
Email:i b6 i 

i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

RE L0000228830 



MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

PRINCIPAL INVESTIGATOR: Avindra Nath, MD 

STUDY TITLE: Natural History Study of Inflammatory and Infectious Diseases of the 
Nervous System 

STUDY SITE: NIH Clinical Center 

Cohort: Biological Samples Only Consent 

Consent Version: 03/l 7 /2020 

WHO DO YOU CONTACT ABOUT THIS STUDY? 
' . 

Principal Investigator: A vindra Nath, MD,! b 6 
Study Coordinator: Amanda Wiebold, RNJ , 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

This consent form describes a research study and is designed to help you decide if you would like 
to be a part of the research study. 

You are being asked to take part in a research study at the National Institutes of Health (NIH). 
Members of the study team will talk with you about the information described in this document. 
Some people have personal, religious, or ethical beliefs that may limit the kinds of medical or 
research treatments they would want to receive (such as blood transfusions). Take the time needed 
to ask any questions and discuss this study with NIH staff, and with your family, friends , and 
personal health care providers . Taking part in research at the NIH is your choice . 

If the individual being enrolled is a minor then the term "you" refers to "you and/or your child" 
throughout the remainder of this document. 

If the individual being asked to participate in this research study is not able to give consent to be 
in this study, you are being asked to give permission for this person as their decision-maker. The 
tenn "you" refers to you as the decision-maker and/or the individual being asked to participate in 
this research, throughout the remainder of this document. 

IT IS YOUR CHOICE TO TAKE PART IN THE STUDY 

You may choose not to take part in this study for any reason. If you join this study, you may change 
your mind and stop participating in the study at any time and for any reason. In either case, you 
will not lose any benefits to which you are otherwise entitled. However, to be seen at the NIH, you 
must be taking part in a study or are being considered for a study. If you do choose to leave the 
study, please infonn your study team to ensure a safe withdrawal from the research. 

WHY IS THIS STUDY BEING DONE? 

The purpose of this study is to learn more about how inflammation and infections hurt the 
brain and nervous system so we can develop better tests and treatments for them. 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

BACKGROUND 

Inflammation is the way your body reacts to infection or injury. Signs of inflammation can 
include swelling, pain , redness or heat. Infections and/or inflammation in the brain can cause 
major health problems . Brain infections can be hard to find sometimes because we do not 
always have good tests for them. Sometimes inflammation in the brain can happen and doctors 
do not know what caused it. We would like to learn more about how diseases work and affect 
the brain , so we can figure out better ways to test for them and treat them . We hope that with 
better and earlier testing and treatment, we can help people avoid serious health problems and 
death. 

This consent form describes the participation of those who are sending biological samples 
(such as blood or spinal fluid) collected during care procedures to NIH for analysis. 

STUDY POPULATION 

Up to 1000 people will take part in this study . 

• 

PROCEDURES/STUDY OVERVIEW 

Your own clinician outside of NIH will collect blood, tissue, and/or other samples from you, 
such as cerebrospinal fluid (CSF) as part of the care for your condition. These samples will 
be sent to the NIH. We may ask you to send us additional blood , urine, and/or saliva for 
research. We will analyze your samples using research tests to try to give you and your own 
clinicians more information about your illness. Your samples may be processed in new ways 
that cannot currently be done by your own clinicians. 

Induced Pluripotent Stem Cells (iPS) 

We may use your skin or blood cells to create adult stem cells, also called iPS (induced 
pluripotent stem) cells. Stem cells can be turned into different cell types. Studying different 
cell types from the iPS cells may help us better understand the conditions we are studying . The 
iPS cells will not be used for cloning. iPS cells cannot currently be used to grow artificial 
organs or organisms, but this may change in the future . 

Genetic Testing 

Your blood may be used for genetic research purposes. The genetic material, DNA , will be taken 
from the sample . Different types of genetic testing may be done, depending on your condition: 

1. It may be analyzed to identify the genes that might be causing your condition . This will 
help us understand how changes in the genes may cause symptoms. Genetic testing can 
be helpful in establishing a diagnosis. It may eventually lead to improved treatment or 
prevention. 

2. To try to identify genetic changes that may be associated with your condition we may 
sequence the part of the DNA that provides instructions for making proteins, called the 
"exome." The exome makes up about I% of your DNA. 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

3. We may analyze the DNA and do "whole genome" sequencing. Whole genome 
sequencing provides information on most of your DNA. Sequencing takes months to 
complete. It may take even longer for us to analyze the results of the sequencing and to 
understand which genes might be involved in your condition. 

After the genetic sequencing and analysis are complete, you may meet again with the study team 
and the genetic counselor to discuss the results . Results about known or likely disease-causing 
gene variations will be given to you as part of genetic counseling . 

The genetic testing for this study will not detect all gene changes that are associated with known 
diseases. However, we will tell you if we find gene changes in your DNA that are known to have 
major and direct medical significance and are associated with illnesses or conditions that could 
benefit from early treatment. We call these "reportable gene changes ." We suggest you share this 
information with your own doctors and that you have a clinical laboratory confirm the "reportable 
gene change" before you take any action on this information . 

We will find individual DNA variations in everyone. We will not inform you of all gene variations , 
as not all of them have health implications. For example , we will not tell you about gene changes 
that only predispose to a particular disease--like a gene change that influences the risk for heart 
disease, but where the development of heart disease depends on other factors ( such as diet and 
smoking). We will also not tell you if you are a carrier of a recessive mutation , which means that 
you have one copy of a recessive mutation and one copy of the normal gene, if being a carrier 
causes no known health problems for you. 

The results from this research study will be preliminary. Further research may be necessary before 

they are fully understood . We do not plan to provide you with research results . However, if we 
obtain information that may be important for your health , we will share it with you. By 
participating in this study, you do not waive any rights that you may have regarding access to and 
disclosure of your records. 

Banking and Sharing 

Your blood , saliva , urine, tissue sample , spinal fluid or blood cells samples and MRI and other 
clinical data will be stored securely on the NIH campus . Your data and samples may be sent to a 
repository for storage and may be released for research purposes . Your name and identifying 
information will not be on the samples and data . A code will be assigned. The key to the code will 

be kept at NIH in a separate, secure area. 

If you withdraw from this research study before it is complete, you may ask that your remaining 
samples be destroyed . Results obtained before you withdraw will be kept. Your privacy will be 
protected as much as possible. 

Your blood, saliva , urine, tissue sample , spinal fluid or blood cells samples and MRI and other 
clinical data may be used for other research projects , including those not related to your current 
condition . If you do not want your samples and data used for other projects , you should not 
participate in this study . 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

RISKS, INCONVENIENCES AND DISCOMFORTS 

There are minimal risks to you from sharing your samples collected by your outside clinician 
with us. 

Genetic Testing 

Genetic testing can provide information about how illness is passed on within a family. This 
knowledge may affect your emotional wellbeing. You might feel differently about your life if 
you learned that you or your children were at increased risk of a disease, especially if there were 
no treatment. Your children, brothers or sisters may find out that they are at risk for health 
problems because of your genetic information. This might affect your relationships . Other family 
members may also be affected by uncovering risks they did not want to know about. This 
information can cause stress, anxiety, or depression. 

Some genetic testing shows if people are directly related . Some genetic tests can show that 
people were adopted or that their biological parent is someone other than their legal parent. If 
these facts were not known previously, they could be troubling . Genetic counseling is available 
at NIH to help you understand the implications of your genetic testing. 

Because of the emotional risk, some people do not want to know the results of genetic testing. It 
is our policy to not disclose the results of research genetic testing unless it may have direct 
medical implications for you or your family. 

Results of the research genetic testing in this study are often difficult to interpret because the 
testing is being done for research purposes only and the laboratories are not clinically certified. 

You may be referred to a CLIA certified laboratory , possibly outside of NIH, for additional 
testing or confirmation of the research results. NIH will not cover the cost of the additional 
testing . You or your insurer will be responsible for the cost. 

The results from this research study will be preliminary. Further research may be necessary 
before they are fully understood. We do not plan to provide you with research results. However, 
if we obtain information that may be important for your health, we will share it with you. By 
participating in this study, you do not waive any rights that you may have regarding access to 
and disclosure of your records. 

Your genetic information will be kept confidential to the extent possible . The results of your 
genetic testing will be kept in a locked and secured manner at the NIH . 

Banking and Sharing 

We will remove any information that could identify you from data and samples that are sent to 
repositories or shared. Data and samples will be sent with a code. This linking code will be kept at 
NIH. However, there is a very small chance that the data or samples could be identified as yours. 

Research using data or samples from this study may lead to new tests, drugs, or devices with 
commercial value . You will not receive any payment for any product developed from research 
using your data or samples. 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

ANTICIPATED BENEFITS 

There are no expected direct benefits for you in this study. This study will likely increase 
our general knowledge of how infections and immune conditions affect the brain and will 
probably help us to diagnose brain infections and immune disorders earlier and manage 
patients better. The study results may help to develop new treatments in the future. 

RIGHT OF WITHDRAW AL AND CONDITIONS FOR EARLY WITHDRAW AL 

You may withdraw from the study at any time and for any reason without loss of benefits or 
privileges to which you are otherwise entitled. If you withdraw from this research project 
before it is complete, any remaining samples you have contributed will be discarded. Results 
obtained before you withdraw will be kept and your privacy will be protected . 

CONFLICT OF INTEREST 

The National Institutes of Health reviews NIH staff researchers at least yearly for conflicts of 
interest. The following link contains details on this process 
http://ethics.od.nih.gov /forms/Protocol-Re view-Guide.pdf. You may ask your research team 
for additional information or a copy of the Protocol Review Guide. 

RESULTS FROM THIS STUDY 

We will share the results of the tests performed in this study with you . With your written 
permission , we will discuss and/or send test results and a letter to your doctors . 

ALTER.l~ATIVES TO PARTICIPATION 

This study does not provide treatment and you do not have to stop any treatment in order to 
participate.You may choose not to participate in this study, but to receive diagnostic and treatment 
care from your own physicians. The alternative is not to participate . 

COMPENSATION, REIMBURSEMENT, AND PAYMENT 

Will you receive compensation for participation in the study? 

Some NIH Clinical Center studies offer compensation for participation in research. The amount 
of compensation, if any, is guided by NIH policies and guidelines. 

You will not receive compensation for participation in this study. 

Will you receive reimbursement or direct payment by NIH as part of your participation? 

Some NIH Clinical Center studies offer reimbursement or payment for travel , lodging or meals 
while participating in the research. The amount, if any, is guided by NIH policies and guidelines. 

This study does not offer reimbursement for, or payment of, travel, lodging or meals . 

Will taking part in this research study cost you anything? 

NIH does not bill health insurance companies or participants for any research or related clinical 
care that you receive at the NIH Clinical Center. 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

CONFIDENTIALITY PROTECTIONS PROVIDED IN THIS STUDY 

Will your medical information be kept private? 

We will do our best to make sure that the personal information in your medical record will be kept 
private. However, we cannot guarantee total privacy. Organizations that may look at and/or copy 
your medical records for research, quality assurance, and data analysis include : 

• The NIH and other government agencies , like the Food and Drug Administration (FDA), 
which are involved in keeping research safe for people . 

• National Institutes of Health Intramural Institutional Review Board 
When results of an NIH research study are reported in medical journals or at scientific meetings, 
the people who take part are not named and identified . In most cases, the NIH will not release any 
information about your research involvement without your written pennission. However, if you 
sign a release of infom1ation form, for example, for an insurance company, the NIH will give the 
insurance company information from your medical record. This information might affect ( either 
favorably or unfavorably) the willingness of the insurance company to sell you insurance. 

If we share your specimens or data with other researchers, in most circumstances we will remove 
your identifiers before sharing your specimens or data. You should be aware that there is a slight 
possibility that someone could figure out the information is about you. 

Further, the infonnation collected for this study is protected by NIH under a Certificate of 
Confidentiality and the Privacy Act. 

Certificate of Confidentiality 

To help us protect your privacy, the NIH Intramural Program has recei ved a Certificate of 
Confidentiality (Certificate). With this certificate, researchers may not release or use data or 
information about you except in certain circumstances. 

NIH researchers must not share information that may identify you in any federal , state, or local 
civil , criminal, administrative , legislative , or other proceedings, for example , if requested by a 
court . 

The Certificate does not protect your information when it: 

1. is disclosed to people connected with the research, for example, information may be used 
for auditing or program evaluation internally by the NIH; or 

2. is required to be disclosed by Federal, State , or local laws, for example , when information 
must be disclosed to meet the legal requirements of the federal Food and Drug 
Administration (FDA) ; 

3. is for other research ; 
4. is disclosed with your consent. 

The Certificate does not prevent you from voluntarily releasing information about yourself or your 
involvement in this research. 

The Certificate will not be used to prevent disclosure to state or local authorities of harm to self or 
others including, for example, child abuse and neglect , and by signing below you consent to those 
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disclosures. Other permissions for release may be made by signing NIH forms, such as the Notice 
and Acknowledgement of Information Practices consent. 

Privacy Act 

The Federal Privacy Act generally protects the confidentiality of your NIH medical records we 
collect under the authority of the Public Health Service Act. In some cases, the Privacy Act 
protections differ from the Certificate of Confidentiality. For example, sometimes the Privacy Act 
allows release of information from your medical record without your permission, for example, if 
it is requested by Congress. Infonnation may also be released for certain research purposes with 
due consideration and protection, to those engaged by the agency for research purposes, to certain 
federal and state agencies , for HIV partner notification, for infectious disease or abuse or neglect 
reporting, to tumor registries, for quality assessment and medical audits, or when the NIH is 
involved in a lawsuit. However , NIH will only release infom1ation from your medical record if it 
is permitted by both the Certificate of Confidentiality and the Privacy Act. 

POLICY REGARDING RESEARCH-RELATED INJURIES 

The NIH Clinical Center will provide short-term medical care for any injury resulting from your 
participation in research here. In general, no long-term medical care or financial compensation for 
research-related injuries will be provided by the NIH, the NIH Clinical Center, or the Federal 
Government. However, you have the right to pursue legal remedy if you believe that your injury 
justifies such action. 

PROBLEMS OR QUESTIONS 

If you have any problems or questions about this study, or about your rights as a research 
participant, or about any research-related injury, contact the Principal Investigator Avindra Nath, 
MD,l_ __________________________ b6 __________________________ _i You may also call the NIH Clinical Center Patient 
Representative at 301-496-2626, or the NIH Office of IRB Operations at 301-402-3713, if you 
have a research-related complaint or concern . 

CONSENT DOCUMENT 

Please keep a copy of this document in case you want to read it again. 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

Adult Research Participant: I have read the explanation about this study and have been given the opportunity 
to discuss it and to ask questions. I consent to participate in this study. 

Signature of Research Participant Print Name of Research Participant Date 

Legally Authorized Representative (LAR) for an Adult Unable to Consent: I have read the explanation 
about this study and have been given the opportunity to discuss it and to ask questions. I am legally authorized 
to make research decisions on behalf of the adult participant unable to consent and have the authority to provide 
consent to this study. As applicable, the information in the above consent was described to the adult participant 
unable to consent who agrees to participate in the study. 

Signature ofLAR Print Name of LAR Date 

Parent/Guardian of a Minor Participant: I have read the explanation about this study and have been given 
the opportunity to discuss it and to ask questions. I give permission for my child to take part in this study. 

Signature of Parent /Guardian Print Name of Parent/Guardian Date 

Signature of Parent/Guardian (as applicable) Print Name of Parent/Guardian Date 

Assent: (Use this section only when this process is approved by an !RB for older minors . Do not use if an !RB 
requires a separate assent form for this population.) 

I have had this study explained to me in a way that I understand, I have been given the opportunity to discuss 
it, and I have had the chance to ask questions. I agree to take part in this study. 

Assent of Minor: (as applicable) 

Signature of Minor 

Investigator: 

Print Name of Minor Date 

Signature oflnvestigator Print Name oflnvestigator Date 
Witness to the oral short-form consent process only: This section is only required if you are doing the oral 
short-consent process and this English consent form has been approved by the IRB for use as the basis of 
translation. 
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Witness: 

Signature of Witness* Print Name of Witness Date 

*NIH ADMINISTRATIVE SECTION TO BE COMPLETED REGARDING THE USE OF AN 
INTERPRETER: 

An interpreter, or other individual, who speaks English and the participant's preferred language facilitated 
the administration of informed consent and served as a witness. The investigator obtaining consent may not 
also serve as the witness. 

__ An interpreter, or other individual, who speaks English and the participant's preferred language facilitated 
the administration of informed consent but did not serve as a witness. The name or ID code of the person 
providing interpretive support is: 
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From: Safavi, Farinaz (NIH/NINOS) [El [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=94807CE146E045D4B61655DA26AOC246t ______ b6 _____ i 

Sent : 9/29/2021 3:13 :32 PM 
To: L _______________ b6 -·-·-- ·-·-·-- ·-· !Wiebold, Amanda (NIH/NINOS) [El [/o=Exchangelabs/ou=Exchange Administrat ive Group 

(FYDI BOHF23SPDL T)/cn=Recipien t s/ cn=449 lee2ae9804610899c741100150540i b6 i 
'·-·-·-·-·-·-·-·-·-·-.1 

Subject: question 

Hello:_ __________ b6 ___________ i 
I discussed your case in our team again .i b6 i 

Hope it helps. 

Best Regards 

Farinaz Safavi MD, PhD 

Division of Neuroimmunology and Neurovirology 

NINOS, NIH, Bethesda, MD 

b6 
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From: 
i ·-·-·-·-·-·-·-·-·-·-·-·-b6·-·-·-·-·-·-·-·-·-·-·-·-·! 

Sent: '1/6/2022-10:5·1:34 PM·-·--·-·-·. 

To: Wiebold , Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDI BO HF 23SPDL T)/ cn=Recip ients/ cn=449 lee2ae9804610899c 741100150540l__ ______ b6 ·-·-·-· i 
Subject : [EXTERNAL] Re:l._ _______ ~-~----·-__: 

Thanks 

Sent from my iPhone 

On Jan 6, 2022, at 4:50 PM, Wiebold, Amanda (NIH/NINOS) [Eli b6 jwrote: 
L--·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-• 

Happy New Ye a r l_ ____________ ~~---·-·-·-·-·j 

I have sent them your request. If you don't hear back from anyone in the next couple of days 
just let me know and I will follow up. 

Thanks, 
Amanda 

--------------------. 
From:i b6 ; 

t-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•- I 

Sent: Thursday, January 6, 2022 3:04 PM 
To: Wiebold, Amanda (NIH/NINOS) [E]i b6 j 
Subject: [EXTERNALli_ ______ b6 _____ ] ' . 

Hello Ms. Amanda 
Happy New Year 
Hope everything is fine with you. 

. . 
' ' 
! b6 ! 

! . 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 
.Wish_ you well. 
i ! 

! b6 ! 

' . 
i·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-' 
Thank you 

From:i b6 i 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- I 

Sent: Monday, November 29, 2021 6:41 PM 
To: Safavi, Farinaz (NIH/NINOS) [El 
Cc: Wiebold, Amanda (NIH/NINOS) [El 
Subject: Re: nee Question 
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Thank you very much 

Sent from my iPhone 

On Nov 29, 2021, at 6:38 PM, Safavi, Farinaz (NIH/NINOS) [Ell_ _______________ b6 ___________ ___: 
wrote: 

Hii b6 : --·-·-i.... .......................................... .;._,_,_,_,_,_,_,_,_,_,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_,_,_,_, ___ ,_, ___ ,_,_,_, ___ ,_,_, ___ ,_, ___ , ___ ,_, ___ ,_,_, ___ ,_, __ _ 

b6 
Farinaz 

From: W i e bo Id, Amanda (NI H/ N IN DS) [ El [__ ____________________ b6 _______________________ ___! 

Sent: Wednesday, November 24, 202112:44:22 PM 

To:! b6 ! 
L .•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•. .i 

Subject: RE: nee Question 

Hello L _________ b6 __________ i 

Happy Thanksgiving to you as well! I am sending your questions to Dr. Safavi for 
her to follow up on . 

Thank you, 
Amanda 

From:!.__ __________________________ b6 _____________________ ___: 
Sent: Wednesday, November 24, 202111:12 AM 

To: Wiebold, Amanda (NIH/NINOS) [El! b6 i 
Subject: Re: nee Question 

Hi Dear Amanda 

Good morning. 

have two questions for Dr. Safavi 

Thank you for time and effort. 

Happy Thanksgiving 

1. .•.• ••.•.• ••.•.• ••.•.• ••.•.• ••.•.• ••.•.• ••.•.• ••.•.• .•.•.• .• ) 

b6 
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,-•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
' ' ; b6 ; . ; 

; 
; 
; 

. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
From:! b6 ; 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Sent: Monday, September 27, 202112:11 PM 

To: Wiebold, Amanda (NIH/NINOS) [El 

Subject: Re: Question 

Great, thank you so much! 

From: Wiebold, Amanda (NIH/NINOS) [Eli b6 l 
Sent: Monday, September 27, 202111 :58:42 AM 

To:i b6 ! 
Subject: RE: Question · 

Good afternoon i b6 : 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

I have passed along your question to our study doctors as they would be better 
able to answer your questions. Please let me know if you need anything else. 

Thank you, 
Amanda 

From:! b6 l 
Sent: Monday, September 27, 202112:41 PM 

To: Wiebold, Amanda (NIH/NINOS) [Eli b6 l 
l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

Subject: Question 

Hello Ms . Amanda 

Good afternoon·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

b6 
' ' i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Thank you 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
' ' ; b6 ; 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 
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From: Wiebold, Amanda (NIH/NINOS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDI BOH F 23SPDL T)/CN =RECI Pl ENTS/CN =4491EE2AE9804610899C7 41100150540j __________ b6 _________ i 

Sent : 5/5/20218:33 :35 PM 
To: 
Subject: 

i b6 ! 
,_RE:-c~~;~~tF~-~-~L _____ b6 ___ . -] 

Attachments : i b6 ! 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

f-·-·-·-·-·-·-· b6 ·-·-·-·-·-·-·-1 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Your kit should arrive tomo rrow. Please make sure to have your blood collected before 11 :00 am on a Monday, 
Tuesday, Wednesday, or Thursday not before a holiday in order for us to receive the blood the following 
morning. We are not in the lab to receive the blood on weekends or holidays. Since the pandemic not all 
Quest locations allow for walk-ins. Please go to 
http s://ap point ment.questd iagnosti cs.com/ patient/confirmat ion to see if you need to make an appointment fo r 
the one closest to you. Please review the instructions below and let me know if you have any questions . 

Patient Instructions 

1) When you receive the box, open it and remove the cold packs from the box and place them 
inside of your freezer. 
2) Do Not Discard the Cardboard Box. You will need everyth ing sent to you. Please make sure to 
remove all shipping labels before giving to Quest. 
3) On the day of collection , remove the cold packs from your freezer and place them back in the 
bottom of the box. 
4) Take the box with all the contents inside to the collection center . 
5) Give the kit along with the green sheet and the orange sheet(s) to Quest. 
6) If you have any questions, contact Amanda Wiebold at!__ __________ b6 _________ __! 

Please]ef ..• meikrlow wherlyoLJarescheduJecLfOr ... yodr.bloOdidraw sO we can make arrarigenie.nts.w.ith ohrJabto 
reCeiveitithe riextrnorningI 

I have also attached a copy of your countersigned consent form for your records. 

Thank you, 
Amanda 

From:! b6 i 
j•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-I 

Sent: Tuesday, May 4, 2021 2:38 PM 

To: Wiebold, Amanda (NIH/NINOS) [E]i b6 : 
Subject: Re: Consent Form[ ________ b6 _____ j · 

. ·-·-·-·-·-·-·-·-·-·-·-· . 
i b6 i 
l-·- ·-·-·-·-·-•-·•·-•-·-·• 

From: W i ebo Id, Amanda (NI H/ N INDS) [ E] l_ __________________________ b6 ·-·-·-·-·-·-·-·-·-·-·-·-__i 
Sent: Tuesday, May 4, 20211:05 PM 

To:i b6 : 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

Subject : Consent Form 

RE L0000228852 



A wu;u,uia, W lebotci, 13SN, RN, CNRN 
Research Nurse Specialist 
NINOS Section of Infections of the Nervous System 
10 Center Drive, Building 10/7C107, MSC 1430 
Bethesda, Maryland 20892 
Office: i._ _________ b6 _________ __! 

Cell:! b6 ! 
L--·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-· . 

Fax: 301-480-5594 

Em a i I: [ ________________________ b6 ________________________ j 

RE L0000228852 



MEDICAL RECORD CONSENT TO PARTICIPATE IN A.N NIH CLINICAL RESEARCH STUDY 

PR INCIPAL INVESTIGATOR: Avindrn Nath , lVH) 

STUDY TITLE: Natural History Study of Inflammatory and Infectious Diseases of the 
Nervous System 

STUDY SITE: NIH Clinica l Center 

Cohort: Biolog ical Samples Ortly Consent 

Consent Vers ion : 03/ 17/2020 

WHO l)O YOU CONTAC T ABOUT THIS ST lIDY? 
, - ·- ·-·-· - ·- ·-· - ·- ·- ·-·-· - ·-· -·-· -·- ·-· -·- ·- ·- ·-· - ·-· -·-· -·- ·-· -· -· - ·- ·- ·- ·-· -·-· -·- ·-· -·- ·-· i 

Principal Investigator: Avindra Nath, MD, J b6 i 
Study Coo rdinator: Ama nda Wiebold, RN, ! ! 

i..,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_, 

This consent form describes a research study and is designed to help you decide if you would like 
to be a part of the research study. 

You are being asked to take part in a research study at the National Institutes of Health (NTH). 
l'vkmbers of the study team will talk with you about the information described in this document. 
Some people have personal, religious , or ethical beliefs that rnay limit the kinds of medica l or 
research treatments they would want to receive (suc h as blood transfusions) . Take the ti111e needed 
to ask any questions and discuss this study with NIH staff, and with your farnily, friends, and 
personal health care providers. Taking part in research at the NIH is your choice. 

If the individual being enrolled is a minor then the term "you" refers to ' 'you and /or your child " 
throughout the remainder of this document. 

If the individual being asked to participate in this research stndy is not able to give consent to be 
in this study, you are being asked to give permission for this person as their decision-maker. The 
term "you'' refers to you as the decision.-rnaker and/or the individual being asked to participate in 
this research , throughout the remainder of this document. 

IT IS YOUR CHOICE TO TAKE PART IN THE STUDY 

You may choose not to take part in this study for any reason . If you join this study , you may change 
yom mind and stop participating in the study at any time artd for any reason. In either case, yotl 
will not lose any benefits to ,vhich you are otherwise entitled. However , to be seen at the NIH , you 
must be taking part in a study or are being considered for a study. If you do choose to teave the 
study, please inform your study team to ensure a safe withdrawal from the research. 

WHY IS THIS STUDY BEING DONE'? 

The purpose of this study is to learn more about hovv inflamma tion and infections hurt the 
brain and nervous system so we can develop better tests and tn:~atments ft)r them. 

PATIENT lDENTI.FlCATION 
1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
! ! 

b6 
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l\lEDICAL RECORD CONSENT TO PARTICIPA.TE IN AN NIH CLTNfCAL RESEARCH STUDY 

BACKGROUND 

Inflammation is the way your body reacts to infection or injury. Signs of inflammation can 
include swelling, pain, redness or heat lnfoctions and/or inflammation in the brain can cause 
major health problems. Brain infections can be hard to find sometimes because we do not 
always have good tests for them. Somet imes inflammation in the brain can happen and doctors 
do not knovv what caused it. We would like to learn more about how diseases work and affect 
the brain, so we can figure out better ways to test for them and treat them. We hope that with 
better and earlier testing and treatment, we can help people avoid serious health problems and 
death. 

This consent fonn describes the pa11icipation of those who are sending biological samples 
(such as blood or spinal fluid) colkcted during care procedures to NHl for analysis. 

STUDY POPULATION 

Up to 1000 people will take part in this study . 

.. 

PROCEDURES/STUDY OVERVIE\V 

Your O\Vn clinician outside of NIH ,vill collect blood, tissue, and/or other samples from you, 
such as cerebrospinal fiuid (CSF) as part of the care for your condition. These samples will 
be sent to the Nill. 'vVe may ask you to send us additional blood, urine, and/or saiiva fi.x 
research. We will analyze your samples using research tests to try to give you and your own 
clin icians mor e information about your illness. Your samples may be processed in ne,v ways 
that cannot cmTently be done by your own clinicians, 

lndueed Pluripotent Stem CeDs (iPS) 

We may use your skin or blood cells to create adult stem cells, also called iPS (induced 
pluripotent stem) cells. Stem cells can be turned into different cell types. Studying different 
cell types from the iPS celrs may help us better understand the conditions we are studying. The 
iPS cells will not be used for cloning, iPS cells cannot crnTently be used to grow artificial 
organs or organism.s, but this may change in the future . 

Genetic Testing 

Your blood may be used for genetic research purpose s. The genetic mater ial, DNA, will be taken 
from the sample, Different types of genetic testing may be done, depending on your condition: 

1, It may be analyzed to identify the genes that might be causing your condition . This will 
help us understand how changes in the genes may cause symptoms, Genetic testing can 
be helpful in establishing a diagnosis. It may evcnt1ially lead to improved treatment or 
prevention. 

2. To try to identify genetic changes that may be associated ,vith your condition we may 
sequence the part of the DNA that provides instrnctions for making proteins, called the 
"ex ome." The exome makes up about 1% of your DNA. 

PATIENT lDENTIFICA TlON 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Consent to Participate in a Clinical Research Study 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CUNICAL RESEARCH STUDY 

3, We may analyze the DNA and do "whole genome" sequencing. Whole genome 
sequencing provides information on most of your DNA. Sequencing takes months to 
complete. It nmy take even longer for us to analyze the resu lts of the sequencing and to 
imderstand which genes might he involved in your condition . 

After the genetic sequencing and analysis are complete, you rnay meet again with the study team 
and the genetic counselor to discuss the results. Results about known or likely disease-causing 
gene variations will be given to you as pa rt ofgenet ic counseling. 

The genetic testing for this study will not detect all gene changes that are associated with kno\vn 
diseases. How ever, vve will tell you ihve find gene changes in your DNA that are kmw.m to have 
major and direct medical significance and arc associated with illnesst~s or conditions that could 
benefit from early treatment. We call these "reportable gene changes.'' We suggest you share this 
information with your own doctors and that you have a clinical laboratory confirm the "reportable 
gene change" before you take any action on this information. 

We will find individual DNA variations in everyone. We ,;vi1l not inform you of all gene variations, 
as not all of them have health implications. For example, we will not tell you about gene changes 
that only predispose to a particular disease--iike a gene change that influ ences the risk fbr heart 
dise ase , but ,Vhi;~re the development of heart disease depends on other factors (such as diet and 
smoking). \Ve win also not tel! you if you are a car rier of a recessive mutation, tvhich means that 
you have one copy of a recessive mutation and one copy of the normal gene, if being a canier 
causes no known health problems for you. 

The results from this research study \Vill be preliminary. Further research may be necessary before 

they are fu!ly unders tood. We do not plan to provide you with resea rch results. However, if we 
obtain information that may be important for your health, we will share it tvith you. By 
participating in this study, you do not ,vaive any right s that you may have rega rding access to and 
disclosure of your records . 

Banking and Sharing 

Your blood, saliva, urine, tissue sample , spinal fluid or blood cells samples and MRI and other 
clinical data wiU be stored securely on the NIH campus. Your data and samples may he sent to a 
repository for storage and may be released for research purposes. Your name and identifying 
inD.mnation will not be on the sample s and data. A code wilJ be assigned. The key to the code will 

be kept at NUl in a separate, secure area . 

If you \.Vithdraw from this research stud y before it is compl ete, you may ask that your remaining 
samples be destroyed, Results obtained before you withdra\v will be kept. Your privacy will be 
protected as much as possible . 

Your blood, saliva, urine, tissue sample, spinal fluid or blood cells samples and MR[ and other 
clinica l data may be used for other research projects, including thos e not related to your cum:nt 
condition . If you do not want your samples and data used for other projects, you shou ld not 
participate in this study. 

PATIENT lD.ENTIFICATION 

b6 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NfH CUMCAL RESEARCH STUD\' 

RlSKS, lNCONVENIE.l\CES AND DISCOMFORTS 

There are minimal risks to you from sharing your samples collected by your outside clinician 
with us, 

Genetic Testing 

Genetic testing can provide infonnation about how illness is passed on within a family. This 
knowledge m.ay affect your emotional wellbeing. You might feet differently about your life if 
you learned that you or your chi kiren were at increased risk of a disease, especially if there were 
no treatment. Your children, brothers or sisters may find out that they are at risk for health 
problems because of your genetic infonnation . This might affect your rela t ionships. Other family 
members may also be affected by uncov ering risks they did not want to kn ov., about. This 
inform ation can cause stress , anxiety, or depression. 

Some genetic testing shows if people are directly related. Some genetic tests can show· that 
people were adopted or that their biological parent is someone other than their legal parent. If 
these facts were not known previously , they could be troubling. G·enetic counseling is available 
at NIH to help you understand the implications of your genetic testing . 

.Because of the emotional risk, some people do not want to know the results of genetic testing . It 
is our policy to not disclose the results of research genetic testing unless it may have direct 
medical impli cations for you or your family. 

Restilts of the research geneti c testing in this study are often difficult to in1erpret because the 
testing is being done for research purposes only and the laborat orie s are not clinically certified. 

You may be referred to a CLIA certified laboratory, possibly outside of NIH, for additional 
test ing or confim1ation of the research results. NIH will not cover the cost of the additional 
testing. You or your insurer will be responsible for the cost. 

The results from this research study will be preliminary. Further research may be necessary 
before they are fully understood . We do not plan to provide you with research results. However, 
if 1,ve obtain information that may be important for your health, we \Vill share it with you. By 
partic ipating in th:is study, you do not waive any rights that you may have regarding access to 
and disclosure of your records. 

Your genetic information wiH be kept confidential to the extent possible. The results of your 
genetic testing will be kept in a locked and secured manner at the NIH. 

Banking and Sharing 

We will remove any information that could identify you from data and samples that are sent to 
repositories or shared. Data and samples will be sent with a code. This linking code will be kept at 
NIH. However, there is a very smaH chance that the data or samples could be identified as yours. 

Research using data or samp les from this study may lead to new test s, drugs , or devices \Vith 
commercial value . You will not receive any payment for any product developed from .research 
using your data or samples. 

PATIENT lD.ENTIFICATION ! Consent to Participate in a Clinical Research Study 
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l\-IEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

ANHC IP A.TED BENEFITS 

Ther e are 110 expected direct benefits for you in this study. Th is study \vill likely inc reas e 
our general know ledge of hovv infections and imm une con dit ion s affect the brain and will 
probably help us to diagnose brain infec tions and immune d isorder s earlier and manage 
patients better. The study results may help to develo p ne\.v trea tments in the future. 

RIGHT OF \"\1THDRA'\VAL AND CONDITIONS FOR KARLY wrnH>RA \'VAL 

You may withdniw from the study at any time and for any reason without loss of benefits or 
privileges to which you are othen-vise entitled. If you withdraw from this research project 
before it is complete, any remaining samples you have contributed wil! be discarded. Results 
obtained before yon withdraw wiH be kept and your privacy will be protected. 

CONFLICT OF INTEREST 

The National Institutes of Health revie,vs NH-l staff researchers at least yearly for conflic ts of 
interest The following link contains details on this process 
http :/iethics.od.nih.gov/forms/Proto col-Revi ew-Gui de.pdf You may ask your research team 
for additional infom1ation or a copy of the Protocol Rev iew Guide . 

RESULTS 1:TR0M THIS STUDY 

We will share the results of the tests perfo rmed in this study with you . With your written 
permission , we ,vill discuss and/or send test results and a letter to your doctors. 

ALTERNATIVES TO PARTICIPATH)N 

This study does not provide treatment and you do not ha ve to stop any trea tment in order to 
participate. You may choose not to participate in this study, but to receive diagnostic and treatment 
care from your own physicians. The alternative is not to participate. 

C0Ml'ENSATION, RElMBlTRSEMENT, ANU PAYl\lENT 

wm you receive compensation for participation in the study'! 

Some NIH Clinical Center studies offer compensation for participation in research. The amount 
of compensation, if any, is guided by NIH policies and guidelines. 

You will not receive compensa tion for participation in this stud y . 

Wm you receive reimbursement or direct payment by NIH as part of your participation'? 

Some NTH Clinical Center studies offer reimbursement or payment for travel, lodging or meals 
while pa rticipating in the research . The amoun t, if any, is guided by NIH policies and guidelines. 

This study does not offer reirnbursement for, or payment of, travel, lodging or meals. 

WiU taking part in this research study cost you any thing'? 

NIH does not bill health insurance companies or partic ipants fix any research or related clinical 
care that you receive at the NIH Clinical Center. 

PATIENT IDENTIFICATION 
. ' 
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MEDICAL RECORD CONSENT TO PARTlClPATE IN AN NIH CLINICAL RESEARCH STUDY 

CONFIDENTIALITY PROTECTIONS PROVIDED IN THIS STUDY 

\Vm your medi.cal information be kept private'? 

\Ve will do our best to make sure th~rt the personal informati on in your medical record ,vm be kept 
private. Howeve r, \Ve cannot guarantee total privacy. Organ izations that may look at and/or copy 
your medical records for research , quality assurance, and data analysis include: 

e The NIH and other government agencies , like the Food and Drug Administration (FDA), 
w hic h are inv olved in keeping research safe for people. 

e National InstitLrtes of Health Intramural lnstitutiona1 Review Board 
When results of an NUI research study are reported in medical journals or at scientific meetings, 
the people \Vho take part are not named and identified . In most cases, the NIH will not release any 
infom mtion about your research involvement without your wr itten permission . However, if you 
sign a release of information form, tix example, for an insurance company, the NIH will give the 
insurance company infomiation from your 1m~dical record. This int'txmation might affect (either 
favorably or unfavorably) the willingness of the insurance company to seH you insurance. 

If we share your specimens or data with other researchers, in most circumstances we \Vill remove 
your identifiers before sharing your specimens or data . You should be mvare that there is a slight 
possibiht} ' that someone coul d figure out the infonnation is about you. 

Further, the information collected for this study 1s protected by NIH under a Certificate of 
Confidentiality and the Privacy Act. 

Certificate of Confidentiality 

To help us protect your privacy , the NIH Intramural Program has rece ived a Certificate of 
Confidentiality (Certificate). With this certificate, researchers may not relea se or use data or 
infornmtion about you except in certain circum stances . 

NIH researchers must not share infr)m1ation that may identify you in any federal , state , or local 
civil, criminal , administrative, legislative, or other proceedings, for example, if requested by a 
court . 

The Certificate does not protect your infonnation when it: 

1. is disclosed to people com 1ected with the research, for example, information may be used 
for auditing or program evaluation internally by the NIH ; or 

2. is requir ed to be disclosed by Federal, State , or local laws , for example, when infonnation 
must be disclosed to meet the legal requirements of the federal Food and Drug 
Administration (FDA); 

3. is for other research~ 
4. is disclosed with your consent 

The Certificate does not prevent you from voluntarily releas ing infimnation about yourse lf or your 
involvement in this research. 

The Certificate wi H not be used to prevent disclosure to state or local authorities of harrn to self or 
others including, for examp le, cbi1d abuse and neglect, and by signing below you consent to those 

PATIENT IDENTIFICATION Consent to Participate in a Clinical Research Study r---·-·--·--·-·--·-·--·-·--·-·-·-·-·-·-·--·--------·-·--·-·--·-·-- ·-·-! l'd H-2 9 77 (4-17) 

b 6 File in Section 4 : Protocol Cons ent (2) 
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MEDI:CAL RECORD CONSENT TO PARTlCJPATE IN AN NIH CLINICAL RESEARCH STUDY 

disclosures. Other pennissions for release may be made by signing NUT forms, such as the Notice 
and Acknowledgement of Information Practices consent. 

Privacy Act 

The Federal Privacy Act generally protects the confidentiality of your NIH medical records we 
collect under the authority of the Public Health Service Act. In some cases, the Privacy Act 
protecti ons differ from the Certificate of Confide ntiality. For example, sometimes the Privacy Act 
allO\vs release of infonnat ion from your medical record without your pennission, for example, if 
it is requesk~d by Congress . Information may also be released for certain research purposes with 
due consideration and protection, to those engaged by the agency for research purposes, to certain 
federal and state agencies, for B IV partner notification, for infectious disease or abuse or neglect 
reporting, to tumor registries, for quality assessment and medical audits, or when the NIH is 
involved in a lawsuit. Howeve r, NTH wiH only release information from your 1nedical record if it 
is pennitted by both the Certificate of Confidentiality and the Privacy Act 

POLICY REGARDING RESEARCH-RELATED INJURIES 

The NIH Clinical Center wil! provide short -tern1 medical care for any injury resulting from your 
participation in research here. In general, no long-term medicai care or financial compensation for 
research-related injuries wil.l be provided by the NIH, the NIH Clinica l Center, or the Federal 
Government. However, you have the right to pursue legal remedy if you believe that your injury 
justifies such action. 

PROBLEMS OR QUESTlONS 

If you have any problems or questions about this study, or about your rights as a research 
part icipant, or about any research-related injury, contact the Principal Investigator Avindra Nath, 
MD, i b6 ! You may also call the NIH Clinical Center Patient 
Representative at 301-496 -2626, or the NlH Office ofIRB Operations at 301-402-3713, if you 
have a research-related complaint or concern. 

CONSENT DOCUMENT 

Please keep a copy ofthis document in case you want to read it again. 

PATIENT IDENTIFICATION Consent to Participate in a Clinica l Research Study 
.- ·-·-·- ·-·- ·-·-·-·- ·-· - ·- ·-·-·- ·- ·- ·- ·- ·- ·- ·-·-·-·-·- ·- ·-· - ·- ·-·- ·-·-· - ·-·-·-·-·- ·- ·-1 : 
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FJrefox about:blank 

S of9 

MEDICAL RECORD I CONSEN T TO PARTICIPATE IN" AN NIH CL~ICAL RESEARCH STUDY 

Actult Reseal'ch Participant: I have read the explanation about this study and have been give11 th(! opportm1ity 
to discussjt and to ask q_uestions,_I,consent to partfoipRtt~ in this study, J b 6 l [_:-_:_-_::_-_:_-_-_-::_-_-_----~~-:-_-_:_-_-_-:-_-_:-_-_-:-_-_-_-_-_L~~l@/_ 2 0 2 I 
$•==•=·~~-=~=~•~·-•r-c·•=·•=•r-~- --·-·-·-·-·-·-·-·-! Pnm Name ot Research Participant Date 

Legally Autho1·ized Representative {LAR) for an Adult Unable to Consent: I have read the ex:planation 
about this study and have been given the opportuni:ty to disc1t1s it and to usk qtH.-stions. I mn legally authorized 
to make research dcdsions on behalf of i:he adult participant Hmibk-~ to cons~nt and havt the nuthority to pmvidn . -·· ---···· _ 
cousent to tliis shH.ly. As applicable, the information in the above consent ,w1s described to the adult pmtkipant 
unable to cou.senl who agrees to participate in the smdy. 

Signature ofLAR Print Name ofLAR Date 

Parent/Guardian ofi1 1\·Unor Participant : l have read the expfonation abont th.is study and have been given 
the opportunity to discu,;s it and to m;k qnestion ~. 1 give permission Ji:ir my chiid to take p,irt in this study. 

Signa.h1re qf Parent/(immlian Prim Name of Parent/GuHrdian Date 

S ignah!Ie of P.arentiGnardian (as applicaih ) Print Name of Parent/Guardian Date 

Assent: (Use tlii.~ section oniy wlli>.n this proa!s s is approvfd by an ll?B for older minors. Do not use if an IR ... ~ 
require ,r a separahi qss,mt form for this population.) 

I lIBve had this study exp!aiued to me in a way that I understand. I have been given the opportunity to discuss 
it, and I have liad the d.mnce to ask questions . 1 agree to take part in this study. 

Assent of Minor.: (as applicable) 

Signature ofMmor Pdtit Name of Minor Date 

Investlgnfor: 

: - b6 i -~ -~ _i@ld _____ o}4}2t--.-
Prirtt Name o.fluvestigator Date 

' Witness t-0 th~ oml 5bort form con.sent proe~-ss only: This section is (inly required .if you are doing the oraJ 
short-consent prutess and this English <.:ousen! form h11,1 heen approved by the IRB for use ns the basis of 
tnmslati on. 

. P:<\T' !;'NT IDENTIFICATION 
i·-·-"A·-·-·J':P-·-·-·-·-·-· · ·-·-· · ·-· ··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

! b6 . 
' ' ; 

i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

<~o~~ent to P.u-tkipate in a CJlnkal Re~em:cb Study 
1'.'lH-297'7 ( 4-.1 7) 
Fiie in Section 4; Protocol Consent (2) 

rR.B NUMBER: 15NOJ15 Version Date: 3/17/2020 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

Witness: 

-------- --··········-····· ····················· 
Signature of Witness* Print Name of Witness Date 

*NIH ADl\'11NISTRATIVE SECTION TO BE COMPLETED REGARDING THE USE OF AN 
INTERPRETER : 

__ A.n interpreter, or other individual , who speaks English and the participan t 's prefened language facilitated 
the aclministration of informed. consent and served as a witness. The investigator obta ining consent may not 
also serve as the witness. 

__ An interpreter, or other individual, who speaks English and the partici .pant's preferred language faci litated 
the administration of infonned consent but did not serve as a witness. The name or LD code of the person 
providing interpretive support is : 

PATlENT U)ENTIFICATlON 
! ! 

b6 
! ' '·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

Consent to Participate in a Clinical Research Study 
NIH-2977 (4-17) 
File in Section 4: Prntoco.l Consent (2) 
Version Date: 3/1712020 lRB l'--JUMBER : 15NOU5 
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From: 
f ·-·- ·-·-·-·- ·-·-·-·- ·-·-b6 ·-·-·-·-·-·-·-·-·-·-·- · 1 

Sent: 's/4/202i°6:37:40 PM _________ _ 

To: Wiebold, Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDI BOHF23SPDL T)/cn=Recipients/cn=4491ee2ae9804610899c74110015054d b6 i 

i-·-·-·-·-·-·-·-·-·-·-·-·-: •·-·-·-·-·-·-·-·-·-·-·-' 
Subject: Re: Consent FormL_ ________ ~~---·-·-___i 
Attachments: NIH Research 001.jpg 

i ! 

! b6 ! ! 
L ••. •.• ••. •.• ••. •.• .•.•.• .•.•. • .•. •.• .•. 1 

From: W i ebo Id, Amanda (NI H/ N INDS) [ El l ___________________________ b6 -·-·-·-·-·-·-·-·-·-·-·-·-· i 
Sent: Tuesday, May 4, 20211:05 PM 

To:i b6 : 
l .•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•. . 

Subject: Consent Form 

A~Wleboui, 13SN, RN, CNRN 
Research Nurse Specialist 
NINOS Section of Infections of the Nervous System 

10 Center Drive, Building 10/7C107, MSC 1430 
Bethesda, Maryland 20892 
Office: l_ _________ b6 _______ ___1 

Cell:: ___________ b6 ________ __: 

Fax: 301-480-5594 
Email:i b6 l 

'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 
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MI<:mCAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARC H STUDY 

Legally Autliorized Repr esentative (LAR) for an Adulr Unable to Co nsent: I have read tlrn explanation 
abou.t this study and have been given the opportm1ily to discms it and to ask questions . I am legttlly authorized 

about:b lank 

to make research decisi ons ou behalf ofthe adult par ticipauJ mmbk t.o cc:a1se111: and have the autb ority to prnvi de ··-··· ..... _. _ 
consent to this study. As applicabl e, the infonnaiion in the above consent was described to the adult participa11t 
unable to consen t who agrees to p articipate in the st1rdy. 

Sig.nature ofLAR Plint Name ofLAR Date 

Parent /Guardian of a Minor P:n·tidpant: I have rnad the explanation about this study 1.md have been given 
the opporn.mi1y to discuss it and to ask questions. I give permission for my dtiJ d to takC part in this study. 

_____ ......... ........ ..... . .. ______ _ 
Signature of Parent/f,uardian Pont Name of Pnrent/Gmmii;in Date 

-:~guatme of Parent/Gttardi.an (as applir:abl;; -
--·-··-···········--........... _ ....... -----~----
Print Name of Parent/Guardian Date 

Assent: rUrn this section onzv wlien r/Jisp,·ocess is appro ved bv cm IRBfiJ r older 111i11ors. Do not use tfan !RB 
requires a separ ate t1.ssantformfi11· 1hispopularion ) 

I have had this study explaine d lo me iu a way that I tmderstand , I have been given the opportunity to discuss 
it, and I have tw.d i:hc chance to ask question s. I agree to take part in this study . 

Assent of Minor: (os applicab le) 

Signature ofMin,)t 

Invcstlgator: 

PdntNam ,e ofMinor Date 

Signature of Investigator ...... . ··"••---··----· ...... ··ri:{ut·N~rile"or Investigator . Dat~···----., ,. ,-·· 
Witness to the oral sbort--form COltscut proces s only: This section is only required if you are doing the ora.l 
s.hOJt•consent proces s and this Eng lish rnu st~nt form has been approved by the IRB for use as the basis of 
translation. 

PATIENT IDENTIFICATION 
------······· ··················---! Consent to Partkipa.te in a CUnical R.esem·ch Study 

! NIH-2977 (4-17) 
j File in S,,ctfou 4 · Prniocol Consent (Z) 
j Version Date: JIJ 7/2020 
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From: L_ ___________________ b6 ·-·--·-·--·-·--·-·__: 
Sent: 1/10/2022 2:15:45 PM 
To : Wiebold , Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDI BO HF 23SPDL T)/ cn=Recip ients/ cn=449 lee2ae9804610899c 741100150540[_ ____ b6 _____ ] 

Subject : [EXTERNAL] Re:l_ _____________ b6 ____________ __i 
Attachments: i b6 : 

'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

Thank you very much 

Sent from my iPhone 

On Jan 10, 2022, at 8:00 AM, Wiebold, Amanda (NIH/NINOS) [E)i b6 :wrote: 
'--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

i b6 ! 
l -- •- •- •- •- •- •- •- •- •- •- •- •- •- •- • . 

Please see the attached letter . 

Thank you, 
Amanda 

From: !_ _____________________ b6 _______________________ l 
Sent: Thursday, January 6, 2022 7:16 PM 

To: Safavi, Farinaz (NIH/NINOS) [E][ b6 i 
l --·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·~ 

Cc: Wiebold, Amanda (NIH/NINDS)_[EJL.-----------.--P-~----------·--___i 

Subject: [ EXTERNAL] Re :i·-·-·-·-·-·-·-·-·-·-·-·-~~----·-·-·-·-·-·-·-·-·___; 

Hello Dr. Safavi 

Thank you for your quick response . 
. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, 
! ! ! b6 ; 
t-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Sent from my iPhone 

On Jan 6, 2022, at 6:09 PM, Safavi, Farinaz (NIH/NINOS) [E]L_ __________________ b6 -·-·--·-·--·-·--__.! 
wrote: 

Hi l _____ -·-b6 ·--·-·-: ,- ----------- ----------- ----------- ---- . 

We can give you a letter . Can you please confirm! b6 ; 
r·-----------------------------------------------------------------------------------------fi-s·-·-·-•------------------------------------------------------------------------------------: 

i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

RE L0000228854 



Thank you 

Farinaz Safavi MD, PhD 

Division of Neuroimmunology and Neurovirology 

NINOS, NIH, Bethesda, MD 

RE L0000228854 



b6 

RE L0000228854 .0001 



From: ! b6 i 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Sent : 2/23/2022 1:07:09 AM 

To: Wiebold, Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDI BO HF 23SPDL T)/ cn=Recip ients/ cn=449 lee2ae9804610899c 7 41100150540l.__ ___ !J_6-_ ______ j 
Subject: Re: [EXTERNAL]L __________ b6 ________ _i 

Thank you 

On Tue, Feb 22, 2022 at 7:54 PM Wiebold, Amanda (NIH/NINDS) [E]i b6 ]wrote: 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

! ! 

Of course. Her MD license number isi b6 
! ! 

Thanks, 

Amanda 

L--·-·-·-·-·-·-·-·-·-·-J 

From:!_ ________________________________________________ b6 ________________________________________ ___: 
Sent: Tuesday, February 22, 2022 2:23 PM 
To: Wiebold, Amanda (NIH/NINDS) [E] :_ ________________________ b6 ________________________ ] 
Subject: [EXTERNAL]! b6 i 

'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

Hi, 

I have to submit Dr. Safavi's licence number with! b6 !I have 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--

tried to google her public license number but cannot find it. Can you please send it to me? I have also emailed 
her. 

Thanks 

r·- ·- ·-·-·-·-· - ·-· -·- ·-·-·-· - ·-·-·-·-· 1 

L·-·-·-·-·-·-· b6 ·-·-·-·-·-·-·-· i 

RE L0000228861 



From: 
!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-b6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-l 

Sent : 3/2/2022 2:35:22 PM 

To: Wiebold, Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDI BOHF23SPDL T)/cn=Recipients/cn=449 lee2ae9804610899c741100150540j___ ____ b6 ·-·--· I 

Subject: Re: [EXTERNAL]! b6 : 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

, Thankyou. _______ , 
: b6 : 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.i 

On Wed, Mar 2, 2022 at 8:41 AM Wiebold, Amanda (NIH/NINDS) [E] [ ___________________________ b6 ________________________ iwrote: 

H il._ ___________ b6 ·-·-·-·-·-·-·-] 

The form you needed signed is attached. Let me know if you need anything else. 

Thank you, 

Amanda 

From : [ ______________ -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· b 6 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-__i 
Sent: Monday , February 28, 2022 10:10 PM 
To: Wiebold, Amanda (NIH/NINDS) [E] i b6 ! 
Subject: Re: [EXTERN AL] L_ ______ -·---~~-____ ~---_j 

Hi Amanda, 

,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
i i ; b6 ; i i 
i i 
i i 
i i 
i i 
i i 
i i 
! ! 
' ' i-·-·-·-·-·-·- ·-·-· - ·-· -·- ·-·-·-· -·-·- ·-·-· - ·-· -·- ·-·-·-· - ·-·-·-·-· - ·-· -·- ·-·- ·- ·- ·- ·- ·- ·- ·- ·- ·-·- ·- ·- ·- ·- ·- ·- ·- ·- ·- ·- ·-·- ·-·- ·- ·- ·-·-·-·-· - ·-· -·- ·-·-·-· - ·-·-·-·-· -·- ·-·-·- ·-·-· - ·-· -·- ·-· -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

RE L0000228862 



Thank you 

: b6 : 
i.·-·-·-·-·-·-·- ·-·-·-·-·-·-·-·-·- ·-·-·i 

On Tue, Feb 22, 2022 at 7:54 PM Wiebold, Amanda (NIH/NIN DS) [E] i b6 iwrote: 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--' 

Of course . Her MD license number is! b6 i 
i..,_, __________________ ! 

Thanks, 

Amanda 

From: :_ ___________________________________ b6 __________________________________________ ] 

Sent: Tuesday, February 22, 2022 2:23 P~--------------------------------­
To: Wiebold, Amanda (NIH/NINDS) [E] i b6 i 
Subject: [EXTERNAL] L _________ b6 ______ __!" 

Hi, 

I have to submit Dr. Safavi's licence number with [ b6 iI 
have tried to google her public license number but cannot find it. Can you please send it to me? I have also 
emailed her. 

Thanks 

! b6 ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

RE L0000228862 



From: Wiebold, Amanda (NIH/NINOS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4491EE2AE9804610899C741100150540L_ ______ ~~---·-·-·-j 

Sent: _ 3/2/2022 _1:41:47 _PM __________________________________ _ 

To: l_________________ b6 --·--·-·--·-·--·-·-: 
Subject: __ RE:_ [EXTERNAL} b6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
Attachments : i b6 i 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Hi l_ ___________ b6 -·-·-·-·-·-·j 

The form you needed signed is attached. Let me know if you need anything else. 

Thank you, 
Amanda 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
From: i b6 ! 

'--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
Sent: Monday , February 28, 2022 10:10 PM 

To: Wiebold, Amanda ( N I H /NI NOS) [ EJl·-·-·-·-·-·-·-·-·-·-·-·-·-· b6·-·-·-·-·-·-·-·-·-·-·-·-·-· j 
Subject: Re: [EXTERNAL] l_ ____________ !>_~----·-·-·-___i 

Hi Amanda, 

[ b6 i 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Thank you 

L·-·-·-·-·-·-·b6 ·-·-·-·-·-·-.J 

On Tue, Feb 22, 2022 at 7:54 PM Wiebold, Amanda (NIH/NINOS) [E]i b6 :wrote: 

Of course. Her MD license number i~ b6 : 

Thanks, 

Amanda 

•·-·-·-·-·-·-·-·-·-·-·. 

From: l_ _____________________________ b6 ________________________________ ] 
Sent: Tuesday, February 22, 2022 2:23 PM 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 

To: Wiebold , Amanda (NIH/NINOS) [E]: b6 i 
Subject: [EXTERNAL] L __________ b6 _____________ i ' ' 

RE L0000228863 



Hi, 

I have to submit Dr. Safavi's licence number withi b6 !I have tried to '-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 
google her public license numbe r but cannot find it. Can you please send it to me? I have also emailed her. 

Thanks 

-----------------
! b6 ! 
1---·-·- ·-·-·-·-·-·-·- ·-·- ·-·-·- · . 

RE L0000228863 



b6 

RE L0000228863 .0001 



From: Wiebold, Amanda (NIH/NINOS) [E] [/O=EXCHANGE LABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4491EE2AE9804610899C741100150540L__ _____ b6 _____ ___: 

Sent : 1/26/2022 6:23 :25 PM 

To: Safav i, Farinaz (NIH/ NINOS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDI BOH F 23SPDL T)/ cn=Recip ien t s/ cn=94807 ce 146e045d4b61655da26a0c246l b6 ! 
1-·-·-·-·-·-·-·-·-·-·-·-·-·b6·-·-·-·-·-·-·-·-·-·-·-·-·1 .. -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·r--------------"'-·-· 
RE: [EXTERNAL]! b6 i Subject: . ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J,·····························'·-·-·-·. 

Attachments: l,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_ b 6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

Hello: b6 i . ' L--•-•-•-•-•-•-•-•-•-•-•-•-•-•-• . 

Please see the attached letter . 

Thanks, 
Amanda 

From: Safavi, Farinaz (NIH/NINOS) [E] i b6 i 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Sent: Friday, January 21, 2022 3:04 PM 

~~ ~~~-~t-;-RE_:_[-EXTE_R_N_A.Li l--~~---·bs·---·---·!--·---·---·-_] w i e bo Id I Amanda (NI H/ NIN DS) [ Ef ·-·-·-·-·-·-·-·-·-·-·-·-·-bs-·- ·-·-·-·-·-·-·-·-·--·-·-J 

.. --·-·-·-·-·-·-·-·-·-·-·-. 
Hi[ ____ -·-· b6 _______ : 
We can give you that letter .I will draft it and get approval from Dr.Nath and Amanda will send you the final version . 
Hope it helps . 
Best 
Farinaz 

Farinaz Safavi MD, PhD 
Division of Neuroimmunology and Neurovirology 
NINOS, NIH, Bethesda, MD 

From:i b6 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Sent: Wednesday, January 19, 2022 10:14 PM 
To: Safavi , Farinaz (NIH/ NINOS) [Ej 

Subject: [EXTERNAL]l ______________ b6 ·-·-·-·-·-·-·] 

Hi, 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 ; b6 ; ; . 

! I 

; 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·- ·-·-·-·-·-·-·-·-·- ·-·-·- ·-·-·-·-·-·-·- ·-·- ·-·-·- ·-·-·-·-·-·-·- ·-·- ·-·-·- ·-·-·-·-·-·-·- ·-·- ·-·-·- ·-·-·-·-·-·-·-·-·- ·-·-·i 
If you have any question, please let me know. 

Thanks! 

RE L0000228866 



! b6 1 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

REL0000228866 



b6 

RE L0000228866 .0001 



From: Nath , Avindra (NIH/NINDS) [El [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDI BOH F 23SPDL T)/CN =RECI Pl ENTS/CN =B81CA051950B4D458D7 4037 A6A86EAD6i _____ b6 ___ _i 
Sent : 2/25/2021 7:33 :47 PM 

To: i b6 i Safav i, Farinaz (NIH/NINOS) [El [/o=Exchangelabs/ou=E xchange Administrative Group 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-J ,-·-·-·-·-·-·-·-·-· 
(FYOI BOH F 23SPOL T)/ cn=Recip ien t s/ cn=94807 ce 146e045d4b61655da26a0c246L_ __ b6 ___ __: Wiebold , Arna nda 

(NIH/NINOS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYOIBOHF23SPOLT)/cn=Recipients / cn=4491ee2ae980 4610899c741100150540t_ ___ b6 _____ i 

Subject: 
Attachments: 

FW: Your offer to seei b6 experiencing long term post-vaccination symptoms 

l.~~~~~~~~~~~~~~~~~~~~~~~~-b6 -~~=~~~~ ·~~~~~=~~~~=~~·! ·-·-·-·-·-·-·-·-·-·-·-·-·' 
Dea rL_ _____ b6 ______ .] 

Sorry to hear of your illness. Dr. Safavi and I will be glad to meet with you to see how we can help. I have copied other 

members of our team who can help set up a virtual meeting. 

All the best. 

Avi 

Avindra Nath MD 

Chief, Section of Infections of the Nervous System 

Clinical Director , 

National Institute of Neurological Disorder s and Stroke 

National Institutes of Health, Bethesda, MD 

! bG !(~:~ice) 
"·-·-·-·-·-·-·-·-·--·-·--·-' ( ) 
i b6 i 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

From: [ ___________________________________ b6 _______________________________ j 
Date: Thursday, February 25, 2021 at 2:14 PM 
To: "Nath, Avindra (NIH/NINOS) [E]" i b6 i 

• •- • - • -•- • -•-•- • -•-•- • - • -•- • - • -•- • -•-•- • -•-•- • - • -•- • - • -•- • - • -•- • - • -•- • - • -•• I .,. , . , .,. , ., • •-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-= 
Cc:; b6 i 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
Subject: Your offer to see i b6 jexperiencing long term post-vaccination symptoms 

L--·-·-·-·-·-·-·- ·-·-·-·-·-·-·- ·-·- ·-·-·- ·-·-·-·-·• 

Dr. Nath, 

··-·-·-·-·-·-·1 
i b6 iwas nice enough to share with me your kind offer to meet with1-·-·--·-·--·-·--·-b6·-·-·-·-·-·-·-·-·-·-·1who is having persistent 
I.-·-·-·-·-·-·• l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- • 
symptoms after her vaccination . She saw our allergy and immunologist on Wednesday, and in follow up today I learned 

that she is still having symptoms, so we would like to take you up on this opportunity. Per your suggestion, I'll share your 

contact information with the patient. 

I'm attaching a timeline summary of the workup that has occurred so far, for your reference, also includingl_ _____ b6 ______ i 
contact information. I did not give her your cellphone but I gave her your office number and email. Let me know if I 
should do differently, and if easier I'm sure she'd be fine if your office reached out to her as well. 

This is a big relief to us, that we have another avenue for further workup forl__ b6 ___ i You have my deep personal 

appreciation for _this -_ l __ hope _ we _can do something_to_ h~lp you in the future. You were independently recommended by 
both [ _________________________________________ b6 ________________________________________ : 

Here is the patient's contact information: 
1•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
! b6 . 
' i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.i 

RE L0000228868 



PS- we're so honored to be working with[}if]-she comes with such a rich background from [~~~~r~~J 

b6 
; 
; 

'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

b6 

RE L0000228868 



b6 

RE L0000228868 .0001 



b6 

RE L0000228868 .0001 



From: i b6 ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

Sent : 3/1/2022 9:52:19 PM 
To: Wiebold, Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

Subject: 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4491ee2ae9804610899c741100150540l b6 i 

,-·-·-·-·-·-·-·-·-·-·-·-·-·-•-. L--·-·-·-·-·-·-·-·-·_; 
Re: [EXTERNAL] L_ __________ b6 _________ ___! 

Thank you for the update. 
i b6 i 
'--·-·-·-·-·-·-·-·-·-·-· 

On Tue, Mar 1, 2022 at 4:50 PM Wiebold, Amanda (NIH/NINDS) [E] i b6 iwrote: 
L--·-·-· - ·-·-·-·-· - ·-·-·-·-·-·-· - ·-·-·-·-· -·- ·-· -·- ·-· -·- ·-·-·- ·- • 

Hi: b6 i 
i..--·-·- ·- ·-·-·-·-·-·-·-·-·-·-·-·-' 

I forwarded to Dr. Nath today for him to complete. I know he has been in meetings all day today and 
I expect him to return it to me this evening. Dr. Safavi is out of town. 

Thanks, 

Amanda 

From:[ ___________________________________________ b6 ___________________________________ _i 

Sent: Tuesday, March 1, 2022 4:42 PM 
To: Wiebold, Amanda (NIH/NINDS) [E] i b6 ! 
Subject: Re: [EXTERNAL] L_ __________ b6 _____ _._ __ : 

Hi Amanda , 

My email above is extreme ly time sensitive. Can you please let me know the status of this form? It is due in 2 
days. 

Thank you. 

RE L0000228869 



··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--
i b6 ! 
l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-•--' 

0 n Mon, Feb 2 8, 2 022 at 10: 10 PM [__ ____________________________ -·-·-·-·-·-·-· b 6 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___iwrote: 

Hi Amanda, 

i ' ; b6 ; i i 
i i 

i ! 
L-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-J 

Can you please give this form to Dr. Safavi and send it back to me. 

Thank you 

On Tue, Feb 22, 2022 at 7 :54 PM Wiebold, Amanda (NIH/NINDS) [E] l ___________________ b6 _________________ __] wrote: 

Of course. Her MD license number i(_ ______ ~~---·-·-i 

Thanks, 

Amanda 

From:! b6 i 
I..--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

Sent: Tuesday , February 22, 2022 2:23 PM·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
To: Wiebold, Amanda (NIH/NINDS)_ [E]!__ __________________ b6 ___________________ _! 
Subject: [EXTERNAL] i b6 : 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Hi, 

RE L0000228869 



I have to submit Dr. Safa vi's licence number with! b6 i I 
have tried to google her public license number but cannot find it. Can you please send it to me? I have al~o 
emailed her. 

Thanks 

I b6 I 
•·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

RE L0000228869 



From: ! b6 i 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Sent : 3/1/2022 3 :10:09 AM 
To: Wiebold , Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrat ive Group 

Subject: 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4491ee2ae9804610899c741100150540[ b6 i 
Re.: .(EXTERNAL]! b6 i ' . 

Attachments: ! b6 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·- ·-·-·- ·-·-• 

Hi Amanda, 

i ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·b 6 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 
Can you please give this form to Dr. Safavi and send it back to me. 

Thank you 

On Tue, Feb 22, 202 2 at 7:54 PM Wiebold , Amanda (NIH/NINDS) [E]i b6 jwrote : 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Of course . Her MD license number is, b6 ! 

Thanks, 

Amanda 

i-·-·-·-·-·-·-·-·-·-·-' 

From: i b6 i 
l- •-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-' 

Sent: Tuesday , February 22 , 2022 2:23 PM 
To: Wiebold , Amanda (NIH/NINDS) [E] i b6 ] 
Subject: [EXTERNAL]i__·---·---·b6. ___ . ___ ._: , 

Hi , 

I have to submit Dr. Safavi's licence number withL_ __ ·---·---·---·--·-·--·-·--·-·--·-·--·-·- b6_·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·--._.il have 
tried to google her public license number but cannot find it. Can you pl ease send it to me? I have also emailed 
her. 

REL0000228870 



Thanks 

i b6 l 
'·-·-·-·-·-·-·-·- ·-·-·-·-·-·-·-· 

REL0000228870 



b6 

REL0000228870 .0001 



From: 

Sent: 
To: 

Subject : 

Hi Amanda , 

. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
! b6 : 
'3/1/202( i:06.:2i PM ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Wiebold, Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Adm inistrative Group 
(FYDI BOHF23SPDL T)/cn=Recipients / cn=4491ee2ae9804610899c741100150540L_ _____ b6 _______ ! 
Re: Your offer to see i b6 :experiencing long term post-vaccination symptoms 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·_,. 

I am so sorry. Can we please switch the day to March 3, 2021 at 4:30 PM? I can do any time that day. 

Thank you . --·---, 

I b6 
L ..................................... i 

On Thu, Feb 25, 2021 at 6:39 PM! b6 !wrote: 
Hi, L 

Let 's do March 2nd @l2:30 . 
,.Thanky,ou 
: b6 ! i_,_, _______________ • 

Sent from my iPhone 

On Feb 25, 2021, at 5:59 PM, Wiebold , Amanda (NIH/NINDS) [E] 
: b6 iwrote: 
t-•• • • • ••• • ••• • • • ••• • • • • • ••• • • • ••• • ••••• • ••••• • • • ••• • • • ••• • ••••• • I 

Hello ! ___________ b6 _______ ___i 

I am happy to schedule a virtual meeting. Which time below would work for you? 

March 2, 2021 at 12:30 PM? 

March 3, 2021 at 4:30 PM? 

March 11, 2021 at 3:00 PM? 

March 12, 2021 at 1 :00 PM? 

Thank you, 

Amanda 

REL0000228875 



From: Nath , Avindra (NIH/NINDS) [E] l__·-·-·-·-·-·-·-·-·-·-·-·b6 ________________________ : 
Sen!.: _!.~1:.~~~-~¥.: _£~~~-~ry_ ?._5-:. ?9.?.J 2: 3 4 PM ··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
To:[._ _______ -·-·--·--·-·--·-b6 ·-·--·--·-·--·-·-·--·-·-_j Saf~\TiL Fari11az (NIH/N.INDS_) [E,] !._ ______________ -·-·- -·-· b6 ·-·-·-·-·-·-·-·-·-·-·-·-.J 
Wiebold, Amanda (NIH/NINDS) [E] i b6 i 

··-·- ·-·-·- ·-'------------------y·-·-·-·-·-·-·-·-·-·-·-·-·-·- J 

Subject: FW: Your offer to seei_ ______________ b6 ____________ Jexp eriencing long term post-vaccination 
symptoms 

.. --·-·-·-·-·-·-·-·-·-. . ' 
Deari_ ______ b6 _______ i 

Sorry to hear of your illness . Dr. Safavi and I will be glad to meet with you to see how we can 
help. I have copied other members of our team who can help set up a virtual meeting. 

All the best. 

Avi 

A vindra Nath MD 

Chief, Section oflnfections of the Nervous System 

Clinical Dir ector, 

National Institute ofNeurological Disorders and Strok e 

National Institutes of Health, Bethesda , MD 

I b6 (Office) 

[_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J( ce 11) 
.-·-·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-· . 
i b6 , 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•"• '•'•'•'•'•'•'•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•w• ·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•"• 

From: L_ _____ -·-·--·-·--·-·--·-·--·-·--·-·--·-·--·---~-~--·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·-___ __! 
Date: Thursday, February 25, 2021 at 2:14 PM 
To: "Nath , Avindra (NIH/NINDS) [E]" i b6 : 
cc: r-·-·-·-·-·-·-·---·--·-·-·-·-·-·-·-·--bs·-·-·-·-·-·--·-·-·-·-·-·-·-·-~-----·-·1 _,_ _ _ . 

Subject: Your offer to see!·-·-·-·-·-·-·-·-·-·-·-~-~---·-·-·-·-·-·-·-·-·-·i experi encing long term post-vaccination 
symptom s 

REL0000228875 



Dr. Nath, 

i b6 !was nice enough to share with me your kind offer to meet withi ________________ i,if-·-·--·-·--·--·-·:who 
L--·-·-·-·-·-·• '-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·.: 

is having persistent symptoms after her vaccination. She saw our allergy and immunologist on 
Wednesday, and in follow up today I learned that she is still having symptoms, so we would 
like to take you up on this opportunity. Per your suggestion, I'll share your contact information 
with the patient. 

I'm attaching a timeline summary of the workup that has occurred so far, for your reference, 
also including i b6 !contact information. I did not give her your cellphone but I gave her your 

L--·-·-·-·-·-·-·-·' 

office number and email. Let me know ifl should do differently, and if easier I'm sure she'd be 
fine if your office reached out to her as well. 

This is a big relief to us, that we have another avenue for further workup fotj _____ b6 __ ___i You have 
my deep personal appreciation for this- I hope we can do something to help you in the 
future. You were independently recommended by both L_ ____________________________ ---~~---_____________________________ _.] 

L _______ b6 ______ __! 

Here is the patient's contact information: 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
! 

b6 
With Appreciation, 

. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 
; b6 i 
l-•-·- · -·- · • · •·• ·•·•••·•·•••·• · •·• · • · •J 

PS- we're so honored to be working withi b6 ~ she comes with such a rich background from r·-·-·-·-bs-·-·-·-·i L.---·-·-·-·-·-·· 

l .•.•.•.•.•.•.•.•.•.•.. 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-•-. . ' ; 
! b6 

' ; . 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 
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b6 

b6 
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From: [_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-b6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
Sent: 2/27/2021 7:49:38 PM 
To: Wiebold, Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDI BOH F 23SPDL T)/ cn=Recip ients/ cn=449 lee2ae9804610899c 7 41100150540t_, ___ b6 _____ j 
Subject: Re: Your offer to seel_ _________________ b6 __________________ _: experiencing long term post-vaccination symptoms 

Hi Amanda, 
I am so sorry. Can we please switch the day to March 3, 2021 at 4:30 PM? I can do any time that day. 
Thank you. 

i b6 '. 
' ; i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

On Thu, Feb 25, 2021 at 6:39 PMi b6 i wrote: 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

Hi, 
Let's do March 2nd@l2:30. 
_Thank y~u 
i b6 i 
L--·-·-·-·-·-·-·-•-•-' 

Sent from my iPhone 

_On Feb_25,_2021,_at 5:59 PM, Wiebold , Amanda (NIH/NINDS) [E] 
: b6 !wrote: 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

Helloi b6 j 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

I am happy to schedule a virtual meeting. Which time below would work for you? 

March 2, 2021 at 12:30 PM? 

March 3, 2021 at 4:30 PM? 

March 11, 2021 at 3:00 PM? 

March 12, 2021 at 1 :00 PM? 

Thank you, 

Amanda 

REL0000228877 



From: Nath, Avindra (NIH/NINDS) [E] L-·-·--·-·--·--·-·--~~---·--·--·-·--·-·-·-J 
Sen!: _T._h_l:.~~~-~Yz X~?..~~EY...?._5-.:. ~Q?.} 2: 34 PM ,-____________________________ -, 
To: i b6 iSafavi, Farinaz (NIH/NINDS) [E] i b6 i 
Wiebold, Amanda (NIH/NINDS) [E] l_ ____________________________ b6 ______________________________ ] . 
Subject: FW: Your offer to see i-·--·-·--·-·--·-·-bff-·-·--·-·--·-·--·iexperiencing long term post-vaccination 
symptoms 

Dear! b6 l 
i·-·-·-·-·-·-·-·-·-·-·i 

Sorry to hear of your illness. Dr. Safavi and I will be glad to meet with you to see how we can 
help. I have copied other members of our team who can help set up a virtual meeting. 

All the best. 

Avi 

A vindra Nath MD 

Chief, Section oflnfections of the Nervous System 

Clinical Director, 

National Institute ofNeurological Disorders and Stroke 

National Institutes of Health, Bethesda, MD 

i b6 !(Office) 
i ~ 
! ' L _______________ j ( cell) 

,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
: b6 : 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•"• '•'•'•'•'•'•'•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•w• ·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•"• -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
From:! b6 i 

L--•• ••• ••• ••••••• ••••• ••• ••• ••• ••• ••-••• • ••••••• ••• •••~ • ••••••• • ••••••• ••• ••• ••• •-••• • ••••••• ••• ••• ••• ••••••• • ••1 

Date: Thursday, February 25, 2021 at 2,:__1_4.J?.!\L _________________________________ _ 

To: "Nath , A vindra (NIH/NIND S) [E]" i·-·-·-·-·-·-·-·-·-·-·-·-·-~~----·-·-·-·-·-·-·-·-·-·___i 

Cc: L-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-b6 ·-·······~······························•i. ______ _ 
Subject: Your offer to see i b6 !experiencing long term post-vaccination 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
symptoms 
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Dr. Nath, 

l_ __ ~-~--Jwas nice enough to share with me your kind offer to meet witht ____________ b6 ______________ 1who 

is having persistent symptoms after her vaccination. She saw our allergy and immunologist on 
Wednesday, and in follow up today I learned that she is still having symptoms, so we would 
like to take you up on this opportunity. Per your suggestion, I'll share your contact information 
with the patient. 

I'm attaching a timeline summary of the workup that has occurred so far, for your reference, 
also includingL ____ b6 ___ j contact information . I did not give her your cellphone but I gave her your 
office number and email. Let me know ifl should do differently, and if easier I'm sure she'd be 
fine if your office reached out to her as well. 

r·- ·-·-·- ·-· -·- ·,. 

This is a big relief to us, that we have another avenue for further workup forl_ ___ b6 _ _.J You have 
my deep personal appreciation for this- I hope we can d,o_something to _help you _in the ____________ _ 
future. You were independently recommended by bothi b6 : 
:-·-·-·-•- ·-·-·- ·-·-·- •-•-; . L.-•-·- ·- •-·- •-·-•- ·-·-•- ·-•-·- ·- •-·- •-·-•- ·-·-•- ·-•-·- ·- •-·- •-·-•- ·-·-•- ·-•-·- ·- •-·- •-·-•- ·• 
i b6 i 
'·-·-·-·-·-·-·-·-·-·-·-·-' 

Here is the patient's contact information: 

b6 
With Appreciation, 

. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

i b6 i 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

1·-·-·-·-·-·-·-·1 

PS- we're so honored to be working withi b6 f- she comes with such a rich background from 
I b6 ! , J 

L--·-·-·-·-·-·-·-·-·-·-· . 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i i 

! b6 ! 

' ' i-·-·-·-·-·-·-·-·-·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·- ·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.i 
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b6 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

; 
; 
; 
; 
; 

b6 I 
! 

; 
'-·-·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 
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From: Wiebold, Amanda (NIH/NINOS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4491EE2AE9804610899C7411001505401 b6 i 
··-·-·-·-·-·-·-·-·-·-·-· 

Sent : 10/14/20214:17 :38 PM 
To: I b6 i 

l --·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 
CC: Nahar, Kymani (NIH/ NINOS) [C] [/o=Exchangelabs/ou=Exchange Adm inistrative Group 

Subject: 
(FYDI BOHF23SPDL T)/cn=Recipients/cn=4f432f899337490ea 7cbde0a4b52effb1 b6 i 
RE: Referral from i b6 ! • 

~--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 
Attachments: 15N0125 Standard Consent .pdf 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
i b6 i 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

As Dr. Safavi has ment ioned she would like to evaluate you here at the NIH under our natural history protocol 
15N0125. I have attached a copy of the consent form just for your review. The studies that she would like you 
to do include consent , exam, blood work, brain MRI with contrast, lumbar puncture done unde r x- ray, skin 
biopsy, EMG, and autonomic testing. Please let Dr. Safavi or myself know if you have any questions . 

Kymani (copied here) will be the one to get you scheduled . 

Thank you, 
A WWW'1.d.a, W Cehoid,, 13SN, RN, CNRN 
Research Nurse Specialist 
NINOS Section of Infections of the Nervous System 
10 Center Drive, Building 10/7C107, MSC 1430 
Bethesda, _Mary)and ___ 20892 
Office:i b6 : 

-'----~·-·j 

Cellf. b6 i 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Fax: 301-480-5594 
Ema i I: l_ ________________ b6 ______________ __j 

From:i b6 i 
l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

Sent: Thursday, October 14, 202111:59 AM 
To: Safavi, Farinaz (NIH/NINOS) [E] i b6 i 

. ,_ .J,,.,,,.,,,.,,,.,,,.,,,.,,,.,,,.,,,.,,,.,,,.,,,.,,,.,,,.,,,.,,,.,,,.,,,.,,,.,,,.,,,.,,,.,,,.,,,.,,,.,, .. , · · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · -~ 

_ Cc:_ Smith, Bryan JN I H/N I_N OS )_[E]j ________________________________________________________________ b6___ ! 

l_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~-~---·-·-·-·-·-·-·-·------ · lv'Y.i.~~-~'A·~-~-c1_f]_9_aJ~_!!:!{~_1_~1?.?H~lL._. _______________________ ~.~---·-·-·-·-·-·-·-·-·-·-·-·-j 
Subject: Re: Referral from l-·--·-·--·-·-·--·-·--·--·-·--·-· b6 _______________________________ _! 

Thank you so much, Farinaz! I appreciate it enormously . 

Amanda - I look forward to hearing from you on next steps. 

On Thu, Oct 14, 2021 at 11:57 AM Safavi, Farinaz (NIH/NINOS) [E]l_ ___________________ b6 ________________ ___iwrote: 

Hi[ ______ b6 ______ i 

I spoke with the team and we can bring you to NIH under our neuroinflammatory research protocol.I cc Amanda(our 
research nurse) for further information. 

Best 

RE L0000228880 



Farinaz Safavi MD, PhD 

Division of Neuroimmunology and Neurovirology 

NINOS, NIH, Bethesda, MD 

From:i b6 i 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

Sent: Thursday, October 14, 202111:53 AM 

To: Safavi, Farinaz (NIH/N INOS) [Ej 

Cc: Smit h, Bryan (NIH/NI NOS) [E];i b6 i 

Subject: Re: Referral from: __________ ... ·---·---·---·- ·-- b6 _______________________________ ___: · 

Hi Farinaz, 

,!.i.l:.1~!-~-~l').!~9.-!~-~-~~!.~--!~~_t __ ~y-~-~£: ~-~c}_l __ ~~.!:i! ahead and submitted b I oodwork for L _____ -·-·-·--·-·-____________ !'-~----______________________ _i 
i b6 : I thought it may be relevant as you and Dr. Nath consider my case. 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Please let me know once you have had a chance to speak with him . 

Thank you very much , 

i b6 ] 
•-·-·-·-·-·-·-·-·-) 

On Tue, Oct 12, 2021 at 4 :39 PM! b6 :wrote: 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Thank you so much, Farinaz. I really appreciate it. 

Th is is truly the most difficult situation I have ever been in and I have little hope because the issues keep presenting. I 

am happy to come to NIH anytime as addre ssing this is the most important thing in my life . My state is preventing me 

from working to my best ability, let alone engaging in any exercise or social activities . 

RE L0000228880 



Please let me know if there's anything else I can do at all. 

Thank you again, 

i b6 ] 
l --·-·- ·-·-·- ·-·-·- ·-·. 

On Tue, Oct 12, 2021 at 4 :31 PM Safavi, Farinaz (NIH/NINDS) [E]i b6 !wrote: 
L--·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·- ·-·- ·-·-·- ·-·-· , 

Deari b6 ! 
l-·- ·- ·-·- ·- ·-·- ·- · . 

I am really sorry that your symptoms have aggravated recently . 

Since there was a federal holiday yesterday we did not have our usual meeting to discuss your case. Additionally 
Bryan is out of office for next afew weeks. 

The questions you asked are all legit ones and we really do not know the exact underlying cause of your symptoms 
but we have some clues to say it might be immune mediated however the exact nature of it is still unknown. 

Please give me a couple of days to discuss with Dr.Nath and will get back to you about how we can proceed. 

Thank you 

Farinaz 

From:i b6 i 
L--·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·- •• 

Sent: Tuesday, October 12, 20211:02 PM 
To: Safavi, Farinaz (NIH/NINDS) [E]; Smith, Bryan (NIH/NINDS) [E];: b6 : 
Subject: Re: Referral from l_· ___ · _______ · ___ · ___ · ____ b6 ___ · ___ · _______ · ___ · __ .... _i · 

Hi Farinaz and Bryan, 

RE L0000228880 



Thank you for taking the time to talk to me last Tuesday . I wanted to check-in and see if you had a chance to discuss 

my case and if there were any next steps. I am going through another pretty bad flare up with my skin rash 

becoming painful, fever, weakness and night sweats . In addition, my joint and muscle pain is getting worse and I am 

seeing bruises on my body for an unknown reason. As you can imagine, it's extremely disruptive to my life 

especially as I have been dealing with it for almost 6 months now. I am very desperate . 

Is it possible to at least begin testing to verify our hypotheses? Is it autoimmune? Is it vascular or multi-system 

inflammation? Is it long-COVID if I had a prior infection in Feb 2020? Is it hormonal? As you know, it has been very 
difficult to work with my PCP and specialists because they don't understand what's going on. 

Again, I really appreciate you working with me - it gives me hope every day. 

Thank you, 

,-·-·-·-·-·-·-·-·-·-•-•-. 
i b6 I 
l--·-·-·-·-·-·-·-·-·-·-·. 

On Mon, Oct 4, 20 21 at 2: 01 PM !._·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-b6 -·-·-·-·-·-_________________________________ ! wrote : 

Hi Farinaz, 

Thank you very much for your reply. Tomorrow from 3-4pm would work great for me. 

I look forward to receiving the link and speaking with you, 

[ b6 ] 
l- ·-·-·- ·-·-·- ·-·-·- ·-J 

On Mon, Oct 4, 2021 at 10:51 AM Safavi, Farinaz ( NI H/NINDS) [E] !._ _________________ b6 ·-·--·-·---·--___iwrote: 

Deari _____ b6 _____ ! 

Thank you very much for your email and histo ry. We would like to schedule a televisit with you to gain more 
information from you. I will be available tomorrow from 11-lpm and from 3-4pm or Wednesday in the morning 

before noon. 

Please let me know and I can send you the link. 

Thank you 

RE L0000228880 



Farinaz Safavi MD, PhD 

Division of Neuroimmunology and Neurovirology 

NINOS, NIH, Bethesda, MD 

From:: ________________ b6 -·--·-·--·-·-·-·-i 
Sent: Saturday, October 2, 202110:48 AM 
To: Nath, Avind ra (NIH/N INOS) [El; Wie bo ld, Am anda (NIH/NINOS) [E] 
Cc: Smit h, Bryan (NIH/NINOS) [E]; Safavi , Farinaz (NIH/NINOS) [E];i b6 i 
Subject: Referral from L_ _________________________ b6 ___________________________ i" ' 

Hello Dr. Nath and Team, 

My sincerest thank you for your willingness to help. Please see below for a more specific description of my case 
and applicable medical records. Amanda - let me know if you would like to discuss or any other next steps . I am 
incredibly grateful for your consideration of my case. 

Thank you, 

.-•-·-·-·-·-·-·-·-·-·1 

i b6 : 
1·-·-·-·-·-·-·-·-•-•-" 

Narrative of events: 

I received the first dose of the Pfizer vaccine oni _____ b6 ____ land the second oni b6 ] I began to experience 

extreme weakness, a low grade fever and a sor~-ih~~-;t -~h-~rtly after and went'"t~-th;-ER-~·~ b6 ] Since then, 

a lot of other issues have emerged that are on the list below. I have seen my primary care physician, an infectious 
diseases specialist, an allergy specialist, and gynecologists . However, the cause of my symptoms has not been 
identified while the symptoms persist. I did not have any medical concerns before. 

Bloodwork {attached): 

RE L0000228880 



·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 

b6 
' 

; 
; 

; ' 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Tests completed that came back negative: 

b6 
Lastly, I had a CT scan done - no acute abnormality within the chest, abdomen , or pelvis to explain symptoms. 

When I saw the allergist, she said some of my symptoms (stuffiness, sore throat, tonsil pain) could be due to 

allergies . The test showed I experienced an allergic reaction to every category of allergens . However, I have never ,·-·-·-, 
had allergies despite living inl_~~_]for a very long time. 

List of Symptoms: 

Extreme weakness, fatigue and malaise since vaccine 

Low grade fever of 37 .3 

Sore throat and tonsils, chest pain, feeling of inflammation in lungs, stuffiness 

Heart palpitation s 

Prolonged menstrual per iods (14 days), change in cycle , bleeding and spotting outside of per iod 

Rash of small red dots on arms, legs and torso , skin sensitivity and feeling of heat 

Severe night sweats 

Dizziness and tinnitus 

Joint, muscle and back pain 

Weight loss and muscle degeneration 

Loss of appetite 

Twitching all over body 

Veins protruding 

Brain fog 

New allergies 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

PRINCIPAL INVESTIGATOR: Avindra Nath, MD 

STUDY TITLE: Natural History Study of Inflammatory and Infections Diseases of the 
Nervous System 

STUDY SITE: NIH Clinical Center 

Cohort: Adult/Guardian Consent 

Consent Version: 03/l 7 /2020 

WHO DO YOU CONTACT ABOUT THIS STUDY? 
!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·; 

Principal Inv~stigator: Avindra ~ath , MD,! b6 ; 
Study Coordinator: Amanda Wiebold, RN,i i 

'--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

This consent form describes a research study and is designed to help you decide if you would like 
to be a part of the research study. 

You are being asked to take part in a research study at the National Institutes of Health (NIH). 
Members of the study team will talk with you about the information described in this document. 
Some people have personal, religious, or ethical beliefs that may limit the kinds of medical or 
research treatments they would want to receive (such as blood transfusions). Take the time needed 
to ask any questions and discuss this study with NIH staff, and with your family, friends, and 
personal health care providers. Taking part in research at the NIH is your choice. 

If the individual being enrolled is a minor then the tenn "you" refers to "you and/or your child" 
throughout the remainder of this document. 

If the individual being asked to participate in this research study is not able to give consent to be 
in this study . Therefore , you are being asked to give permission for this person as their decision­
maker. The term "you" refers to you as the decision-maker and/or the individual being asked to 
participate in this research, throughout the remainder of this document. 

IT IS YOUR CHOICE TO TAKE PART IN THE STUDY 

You may choose not to take part in this study for any reason. If you join this study, you may change 
your mind and stop participating in the study at any time and for any reason. In either case, you 
will not lose any benefits to which you are otherwise entitled. However , to be seen at the NIH, you 
must be taking part in a study or are being considered for a study . If you do choose to leave the 
study, please inform your study team to ensure a safe withdrawal from the research . 

PATIENT IDENTIFICATION Consent to Participate in a Clinical Research Study 
NIH-2977 (4-17) 
File in Section 4 : Protocol Consent (1) 
Version Date : 02/24/2020 IRB NU l'v1BER: 15N0125 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

WHY IS THIS STUDY BEING DONE? 

The purpose of this study is to learn more about how inflammation and infections hurt the brain 
and nervous system so we can develop better tests and treatments for them. 

BACKGROUND 

Inflammation is the way your body reacts to infection or injury. Signs of inflammation can include 
swelling, pain, redness or heat. Infections or inflammation in the brain can cause major health 
problems. Brain and nerve infections can be hard to find because we do not always have good tests 
for them. Sometimes inflammation in the brain can happen and doctors do not know what caused 
it. We would like to learn more about how diseases affect the brain and nerves so we can figure 
out better ways to test for them and treat them. We hope that with better and earlier testing and 
treatment , we can help people avoid serious health problems and death . 

STUDY POPULATION 

Up to l 000 people will take part in this study . 

VISIT SCHEDULE 

For this study, you may have several visits to the NIH Clinical Center in Bethesda , MD . The 
number of visits and the visit schedule depends on your individual case. In general, there will 

be an initial evaluation period where we may see you as often as every week for the first weeks or 
months. The frequency of visits during this period depends on how much testing you will need at 
the beginning and if you agree to the extra visits. After this initial evaluation period, we may ask 
to see you again , regularly or occasionally, depending on your condition and the research needs of 
this study. 

During one or more of your visits , you may have a brief interview with a Clinical Research 
Advocate (CRA) from the Human Subjects Protection Unit. The interview will see whether you 
understand about being in this research study. It will help decide whether you need to have 
someone else give consent for you to be in the study. The CRA will talk to you and the research 
team about the interview results. 

OVERVIEW 

During your study visits we will ask you about your history and do a physical exam. You will have 
a variety of tests . These tests are explained below . We may ask you to do additional research tests 
if we think that they would help us better understand your disease processes . This could include 
additional MRI testing, a special eye exam called optical coherence tomography (OCT) , or a brain 
wave test called an electroencephalogram (EEG) . You do not have to do these optional research 
tests if you do not want to . You can still be part of the study. There are no experimental drugs or 
devices used in this study . 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

BASELINE STUDY PROCEDURES: 

The following procedures will be required for all adults in the study. The research team may decide 
some of these procedures are not required based on your health status . For children, these studies 
will be done only if they are tolerated easily. 

History and Physical Exam: 

We will ask you for your medical, social, and family history. We will ask you about your 
medications. You will also have a thorough physical and neurological exam. This physical exam 
is for research purposes only and does not replace any examination you may receive from you own 
doctors . 

Blood Draw 

Blood will be drawn through a needle in your am1. We will draw no more than 2.3 cups of blood 
over 8 weeks for adults and no more than 2 cups of blood over 8 weeks for children. 

HIV Test 

As part of this study, we may test you for infection with the human immunodeficiency virus (HIV), 
the virus that causes AIDS. If you are infected with HIV you will still be able to participate in this 
study. 

Genetic Testing 

Your blood may be used for genetic research purposes. The genetic material, DNA, will be taken 
from the sample. Different types of genetic testing may be done, depending on your condition: 

1. It may be analyzed to identify the genes that might be causing your condition . This will 
help us understand how changes in the genes may cause symptoms. Genetic testing can 
be helpful in establishing a diagnosis. It may eventually lead to improved treatment or 
prevention. 

2. To try to identify genetic changes that may be associated with your condition we may 
sequence the part of the DNA that provides instructions for making proteins , called the 
"exome." The exome makes up about 1 % of your DNA. 

3. We may analyze the DNA and do "whole genome" sequencing. Whole genome 
sequencing provides information on most of your DNA . Sequencing takes months to 
complete. It may take even longer for us to analyze the results of the sequencing and to 
understand which genes might be involved in your condition. 

After the genetic sequencing and analysis are complete, you may meet again with the study team 
and the genetic counselor to discuss the results . Results about known or likely disease-causing 
gene variations will be given to you as part of genetic counseling. 

The genetic testing for this study will not detect all gene changes that are associated with known 
diseases. However, we will tell you if we find gene changes in your DNA that are known to have 
major and direct medical significance and are associated with illnesses or conditions that could 
benefit from early treatment. We call these "reportable gene changes." We suggest you share this 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

information with your own doctors and that you have a clinical laboratory confinn the "reportable 
gene change" before you take any action on this information. 

We will find individual DNA variations in everyone . We will not inform you of all gene variations , 
as not all of them have health implications . For example , we will not tell you about gene changes 
that only predispose to a particular disease--like a gene change that influences the risk for heart 
disease, but where the development of heart disease depends on other factors (such as diet and 
smoking) . We will also not tell you if you are a carrier of a recessive mutation , which means that 
you have one copy of a recessive mutation and one copy of the nonnal gene , if being a carrier 
causes no known health problems for you. 

The results from this research study will be preliminary. Further research may be necessary before 
they are fully understood. We do not plan to provide you with research results. However , if we 
obtain information that may be important for your health , we will share it with you . By 
participating in this study, you do not waive any rights that you may have regarding access to and 
disclosure of your records . 

MRI 

Magnetic resonance imaging (MRI) uses a strong magnetic field and radio waves to take pictures 
of your brain . The MRI scanner is a metal cylinder surrounded by a strong magnetic field . During 
the MRI , you will lie on a table that can slide in and out of the cylinder . You will be in the scanner 
about 60-90 minutes . You may be asked to lie still for up to eight minutes at a time . While in the 
scanner you will hear loud knocking noises, and you will be fitted with earplugs or earmuffs to 
muffle the sound. You will be able to communicate with the MRI staff at all times during your 
scan, and you may ask to be moved out of the machine at anytime. 

During the MRI scan you will receive gadolinium, a contrast agent , through an intravenous (IV) 
catheter. A needle will be used to guide a thin plastic tube ( catheter) into one of your arm veins. 
The needle will be removed , leaving only the catheter in the vein. The catheter will be taped to the 
skin to hold it in place. 

During part of the MRI you will receive gadolinium , a contrast agent, through an intravenous 
(IV) catheter. It will be done for both research and medical purposes. 

It is not known if MRI with contrast is completely safe for a developing fetus . Therefore , all 
women of childbearing potential will have a pregnancy test performed no more than 24 hours 
before each MRI scan with contrast. The scan will not be done if the pregnancy test is positive. 

Lumbar puncture 

For the lumbar puncture , you will lie on your side, curled up with your knees at your chest, or you 
will sit upright. Your lower back will be washed and a local anesthetic will be injected into your 
back to make it numb, which may sting for a few seconds. A needle will be insert ed through the 
numbed skin and into the space between the bones in your back. 

You may feel a sensation of pressure . About 1.5 tablespoons of cerebrospinal fluid (CSF) will be 
removed . It usually takes 5 to 20 minutes to collect the CSF . After the fluid is collected, the needle 
will be removed and you may get up and move around as soon as your doctor says you may. 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

If we cannot safely do your lumbar puncture without the help of an x-ray, your lumbar puncture 
will be done in the Radiology Department. If you are under 18 years of age the lumbar puncture 
(either at the bedside or in the Radiology Department) will only be done if it is needed for your 
clinical care. 

Banking and Sharing 

Your blood, saliva, urine, tissue sample, spinal fluid or blood cells samples and MRI and other 
clinical data will be stored securely on the NIH campus. Your data and samples may be sent to a 
repository for storage and may be released for research purposes . Your name and identifying 
information will not be on the samples and data. A code will be assigned. The key to the code will 
be kept at NIH in a separate, secure area. 

If you withdraw from this research study before it is complete, you may ask that your remaining 
samples be destroyed . Results obtained before you withdraw will be kept. Your privacy will be 
protected as much as possible. 

Your blood , saliva, urine , tissue sample, spinal fluid or blood cells samples and MRI and other 
clinical data may be used for other research projects , including those not related to your current 
condition. If you do not want your samples and data used for other projects , you should not 
participate in this study. 

OPTIONAL STUDY PROCEDURES 

The following procedures wil1 be done depending on your symptoms and diagnosis: 

Optical coherence tomography (OCT) 

OCT is short for optical coherence tomography. It is a test that measures the thickness of the nerve 
in the eye. This works similarly to an ultrasound , but instead of measuring sound, it measures the 
reflection of infrared light. It takes about 15 to 30 minutes. This test is optional. You don't have to 
have to do this test to take part in this study. 

Evoked Potentials 

You may be asked to have evoked potential testing. Evoked potentials measure the how fast signals 
travel along pathways of sensation, hearing or vision . You will have a few electrodes placed on 
top of the skin your head and you will receive sensory stimulation, listen to clicks or look at pattern. 
No hair is removed for this testing . The electrodes will be removed after the study. Evoked 
potentials typically take l hour. 

Electromyogram (EMG) and Nerve Conduction Study (NCS) 

You may be asked to have an EMO and NCS done to study how the muscles and nerves in your 
arms or legs work. During the EMO a small needle will be inserted into the muscles or an arm 
and/or leg and the activity of the muscle will be measured. NCS is a test during which small electric 
shocks are applied to the nerves in your anns or legs and the ability of your nerves to conduct 
signals is measured. EMO and NCS take 30 minutes to 1 hour. 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

Neuropsychological Testing 

Neuropsychological testing may include tests of your memory, attention, concentration , and 
thinking. This may include an interview , questionnaires, and a pen-and-paper or a computerized 
test. It takes 2-4 hours. 

Electroencephalogram (EEG) 

During an EEG, the electrical activity of your brain ("brain waves") will be recorded by placing 
small metal disc electrodes on your scalp with either glue, paste or an electrode cap. A conductive 
gel will be placed in the space between the electrodes and your scalp to make sure there is good 
contact between them . Your brain waves will be recorded while you are lying quietly , breathing 
deeply, watching bright flashes of light, or sleeping . The EEG usually takes l to 2 hours . The 
electrodes will be taken off once the EEG is completed. 

Skin biopsy (adults only) 

A small area of skin will be washed with iodine and alcohol. We will inject a local anesthetic to 
numb the area. Then we will remove a 1/4-inch piece of skin with a biopsy tool. After the biopsy, 
the site will be covered by a dressing. You will receive instructions on how to care for area. 

Urine Collection 

We will collect urine to look for viruses or other signs of infection. We will also do a urine 

pregnancy test for women and girls who are able to get pregnant. If you are a minor and have a 
positive pregnancy test , we will inform both you and your parents. If you object to having this 
required pregnancy test , you should not participate in this study . 

Saliva Collection 

We would like to see if certain viruses are found in the saliva of people with inflammation in the 
brain and nervous system. You will need to chew on a piece of sterile cotton for one minute. 

RISKS, INCONVENIENCES AND DISCOMFORTS OF MAIN STUDY PROCEDURES: 

History and Physical Exam 

There is minimal risk with doing history and physical exam; there could be minimal discomfort . 

Blood Draw 

You may have some discomfort and bruising at the site of needle entry. There is a very small risk 
of fainting. Infection in the area of the needle insertion is rare. 

Genetic Testing 

Genetic testing can provide information about how illness is passed on within a family. This 
knowledge may affect your emotional wellbeing. You might feel differently about your life if you 
learned that you or your children were at increased risk of a disease, especially if there were no 
treatment. Your children, brothers or sisters may find out that they are at risk for health problems 
because of your genetic information. This might affect your relationships. Other family members 
may also be affected by uncovering risks they did not want to know about. This information can 
cause stress, anxiety, or depression . 
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Some genetic testing shows if people are directly related. Some genetic tests can show that people 
were adopted or that their biological parent is someone other than their legal parent. If these facts 
were not known previously , they could be troubling. Genetic counseling is available at NIH to help 
you understand the implications of your genetic testing. 

Because of the emotional risk , some people do not want to know the results of genetic testing. It 
is our policy to not disclose the results of research genetic testing unless it may have direct medical 
implications for you or your family. 

Results of the research genetic testing in this study are often difficult to interpret because the testing 
is being done for research purposes only and the laboratories are not clinically certified. You may 
be referred to a CLIA certified laboratory, possibly outside of NIH, for additional testing or 
confirmation of the research results. NIH will not cover the cost of the additional testing. You or 
your insurer will be responsible for the cost. 

Your genetic infonnation will be kept confidential to the extent possible. The results of your 
genetic testing will be kept in a locked and secured manner at the NIH. 

HIV Testing 

If you test positive for HIV, this could be distressing news for you and your partner. We will tell 

you what the results mean and how we report newly diagnosed HIV infection . We will also tell 
you how to find care. We will tell you how to avoid infecting others and the importance of 
informing your partners at possible risk because of your HIV infection . 

Urine Collection 

There are no risks associated with urine collection. 

Saliva CoHection 

There are no medical risks and minimal discomfort with saliva testing. 

MRI 

People are at risk for injury from the MRI magnet if they have pacemakers or other implanted 
electrical devices, brain stimulators, some types of dental implants, aneurysm clips (metal clips on 
the wall of a large artery), metallic prostheses (including metal pins and rods, heart valves, and 
cochlear implants), permanent eyeliner, implanted delivery pump, or shrapnel fragments . Welders 
and metal workers are also at risk for injury because of possible small metal fragments in the eye 
of which they may be unaware. You will be screened for these conditions before having any scan , 
and if you have any, you will not receive an MRI scan. If you have a question about any metal 
objects being present in your body , you should inform the staff. In addition, all magnetic objects 
(for example, watches, coins, jewelry , and credit cards) must be removed before entering the MRI 
scan room. 

It is not known if MRI is completely safe for a developing fetus. Therefore, all women of 
childbearing potential will have a pregnancy test performed no more than 24 hours before each 
MRI scan. The scan will not be done if the pregnancy test is positive. 

People with fear of confined spaces may become anxious during an MRI. Those with back 
roblems ma have back ain or discomfort from l in in the scanner. The noise from the scanner 
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is loud enough to damage hearing, especially in people who already have hearing loss. Everyone 
having a research MRI scan will be fitted with hearing protection. If the hearing protection comes 
loose during the scan, you should let us know right away. Please notify the investigators if you 
have hearing or ear problems. You will be asked to complete an MRI screening form for each MRI 
scan you have. There are no known long-term risks of MRI scans . 

The risks of an IV catheter include bleeding, infection, or inflammation of the skin and vein with 
pain and swelling. 

Mild symptoms from gadolinium infusion occur in fewer than I% of those who receive it and 
usually go away quickly. Mild symptoms may include coldness in the arm during the injection, a 
metallic taste, headache , and nausea. In an extremely small number, fewer than one in 300,000 
people, more severe symptoms have been reported including shortness of breath, wheezing, hives , 
and lowering of blood pressure . You should not receive gadolinium if you previously had an 
allergic reaction to it. You will be asked about such allergic reactions before gadolinium is given . 

People with kidney disease are at risk for a serious reaction to gadolinium contrast called 
"nephrogenic systemic fibrosis" which has resulted in a very small number of deaths . A blood test 
of your kidney function may be done within the month before an MRI scan with gadolinium 
contrast. You will not receive gadolinium for a research MRI scan if your kidney function is not 
nonnal or if you received gadolinium within the previous month. 

Most of the gadolinium contrast leaves the body in the urine. However, the FDA recently issued 
a safety alert that indicates small amounts of gadolinium may remain in the body for months to 
years. The effects of the retained gadolinium are not clear. At this time, retained gadolinium has 
not been linked to health risks in people whose kidneys work well. Some types of gadolinium 
contrast drugs are less likely to remain than others. In this study, we will use the gadolinium 
contrast drugs that are less likely to remain, whenever possible. 

Please tel1 your research team if you have had any MRI scans in the past 12 months . We will 
also give you additional information called a "Medication Guide." Upon request, we will give you 
individual information about retained gadolinium we see on your studies 

Lumbar Puncture 

You may feel a brief pain or tingling sensation in your legs during the LP if the needle brushes 
against a nerve. If this happens, please let the doctor or nurse practitioner know right away. They 
will adjust the needle. You may have a mild backache after the LP at the place the needle was 
inserted. About one- third of people have a headache for a few days after a lumbar puncture. 
Usually the headache is not severe and improves without treatment other than a mild pain reliever. 
Headaches that last longer than 7 days happen with one in 50 to 200 lumbar punctures . They 
usually improve gradually over 2 weeks. In rare cases headaches have lasted longer. Prolonged 
headaches may be due to continued leakage of CSF from the area of the LP. You and your clinician 
may decide to perform a "blood patch" if your headache is prolonged. A blood patch requires 
removing blood with a needle from a vein in your arm and then injecting it into the area of your 
back where the lumbar puncture was done to seal off the leak of CSF. If you have your LP with an 
x-ray, you will be exposed to a small amount of radiation . 
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Radiation Risk 

This research study may involve exposure to radiation from up to 2 lumbar punctures under X-ray. 
This radiation exposure is not required for your medical care and is for research purposes only. 
The amount of radiation you will receive in this study is 0.026 rem which is below the guideline 
of 5 rem per year allowed for research subjects by the NIH Radiation Safety Committee. The 
average person in the United States receives a radiation exposure of 0.3 rem per year from natural 
sources, such as the sun, outer space, and the earth's air and soil. If you would like more 
information about radiation , please ask the investigator for a copy of the pamphlet, An Introduction 
to Radiation for NIH Research Subjects . 

While there is no direct evidence that the amount of exposure received from participating in this 
study is harmful, there is indirect evidence it may not be completely safe. There may be a very 
slight increase in the risk of cancer. 

Please tell your doctor if you have had any radiation exposure in the past year, either from other 
research studies or from medical tests or care, so we can make sure that you will not receive too 
much radiation . Radiation exposure includes x-rays taken in radiology departments, cardiac 
catheterization, and fluoroscopy as well as nuclear medicine scans in which radioactive materials 
were injected into your body. 

If you are pregnant or breast feeding, you may not undergo LP under X-ray. It is best to avoid 
radiation exposure to unborn or nursing infants since they are more sensitive to radiation than 
adults. 

Banking and Sharing 

We will remove any information that could identify you from data and samples that are sent to 
repositories or shared. Data and samples will be sent with a code. This linking code will be kept at 
NIH . However, there is a very small chance that the data or samples could be identified as yours . 

Research using data or samples from this study may lead to new tests, drugs, or devices with 
commercial value. You will not receive any payment for any product developed from research 
using your data or samples . 

RISKS, INCONVENIENCES Al"lD DISCOMFORTS OF ADDITIONAL STUDY 
PROCEDURES: 

OCT 

There are no known risks of OCT. 

Evoked Potentials 

The skin needs to be lightly rubbed to place the electrodes , which may cause mild irritation. You 
may also have slight discomfort of pain from the shock stimulation. If it is too uncomfortable, let 
us know and we will try to tum down the stimulus intensity. You may stop the test at any time. 
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EMGandNCS 

You may have pain when the needles are inserted. There is a very small risk of infection or 
bleeding. The nerve stimulation may cause discomfort or pain. If it is too uncomfortable, you can 
ask to have the test stopped. 

N europsychological Testing 

The neuropsychological tests are not harmful but may be frustrating or stressful. We only ask that 
you try your best. No one performs perfectly on these tasks. You may refuse to answer any question 
or to stop a test at any time and for any reason . 

EEG 

There is no risk associated with having an EEG. You may feel uncomfortable while the electrodes 
are attached to your scalp. The conductive gel sometimes causes some mild irritation You may not 
like the smell of the paste or the glue remover, but they are not harmful. If an electrode cap is used 
instead of the glue or paste, the cap may be uncomfortably tight and cause a headache. 

Skin Biopsy 

Pain at the biopsy site is usually minimal; bleeding and infection are rare. The biopsy site usually 
heals with a very small, nearly unnoticeable scar, but may leave a raised scar or visible lump. 

INDUCED PLURIPOTENT STEM CELLS (JPS) 

We may use your skin or blood cells to create adult stem cells, also called iPS (induced pluripotent 
stem) cells. Stem cells can be turned into different cell types . Studying different cell types from 
the iPS cells may help us better understand the conditions we are studying . The iPS cells will not 
be used for cloning. iPS cells cannot currently be used to grow artificial organs or organisms, but 
this may change in the future. 

ADDITIONAL RISKS 

Sedation 

You may request medicine to help relax you during your MRI or lumbar puncture . This 
medicine may have side effects. These side effects include upset stomach, vomiting, 
headache, dizziness, and mild allergic reactions. Some people may stay sedated (groggy, 
disoriented) for a longer time than others . Some people may not feel relaxed even after taking 
the medicine. You may feel irritable or restless. More serious risks are rare. These rare risks 
include slowed breathing , drop in blood pressure, change in your heart rate or rhythm, or 
death. We will ask you questions about your medical history to try to pick the best medicine 
to give you if you request it for your MRI or LP. We will watch you closely during your test 
if you are given a sedatingmedicine. 

ANTICIPATED BENEFITS 

If you are an adult, all procedures will be done for research purposes and there are no expected 
direct benefits for you in this study . 
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If you are a child, some procedures will be done only if it will help to diagnose your condition . 
This information may help your doctor treat your illness better. 

For both adults and children, this study will likely increase our general knowledge of how 
infections and immune conditions affect the brain , and will probably help us to diagnose brain 
infections and immune disorders earlier and manage patients better. The study results may help 
to develop new treatments in the future. 

RIGHT OF WITHDRAW AL AND CONDITIONS FOR EARLY WITHDRAW AL 

You may withdraw from the study at any time and for any reason without loss of benefits or 
privileges to which you are otherwise entitled. The investigator can remove you from the study at 
any time if she or he believes that continuation is not in your best medical interest or if you are 
unable to comply with the requirements of the study. 

ALTERNATIVES TO PARTICIPATION OR TREATMENT 

The alternative is not to participate. 

COMPENSATION, REIMBURSEMENT, AND PAYMENT 

Will you receive compensation for participation in the study? 

Some NIH Clinical Center studies offer compensation for participation in research. The amount of 
compensation , if any, is guided by NIH policies and guidelines . 

You will not receive compensation for participation in this study. 

Will you receive reimbursement or direct payment by NIH as part of your participation? 

Some NIH Clinical Center studies offer reimbursement or payment for travel, lodging or meals 
while participating in the research. The amount, if any, is guided by NIH policies and guidelines. 

Reimbursement of travel will be offered consistent with NIH guidelines. 

WiU taking part in this research study cost you anything? 

NIH does not bill health insurance companies or participants for any research or related clinical 
care that you receive at the NIH Clinical Center. 

CONFIDENTIALITY PROTECTIONS PROVIDED IN THIS STUDY 

Will your medical information be kept private? 

We will do our best to make sure that the personal information in your medical record will be kept 
private. However, we cannot guarantee total privacy. Organizations that may look at and/or copy 
your medical records for research, quality assurance, and data analysis include: 

• The NIH and other government agencies, like the Food and Drug Administration (FDA), 
which are involved in keeping research safe for people . 

• National Institutes of Health Intramural Institutional Review Board 
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When results of an NIH research study are reported in medical journals or at scientific meetings, 
the people who take part are not named and identified. In most cases, the NIH will not release any 
information about your research involvement without your written pennission. However, if you 
sign a release of infonnation form, for example, for an insurance company, the NIH will give the 
insurance company information from your medical record. This infonnation might affect ( either 
favorably or unfavorably) the willingness of the insurance company to sell you insurance. 

If we share your specimens or data with other researchers, in most circumstances we will remove 
your identifiers before sharing your specimens or data. You should be aware that there is a slight 
possibility that someone could figure out the information is about you. 

Further , the information collected for this study is protected by NIH under a Certificate of 
Confidentiality and the Privacy Act. 

Certificate of Confidentiality 

To help us protect your privacy , the NIH Intramural Program has received a Certificate of 
Confidentiality (Certificate). With this certificate, researchers may not release or use data or 
information about you except in certain circumstances . 

NIH researchers must not share information that may identify you in any federal, state , or local 
civil, criminal, administrative, legislative, or other proceedings , for example, if requested by a 
court. 

The Certificate does not protect your information when it: 

1. is disclosed to people connected with the research, for example, infonnation may be used 
for auditing or program evaluation internally by the NIH; or 

2. is required to be disclosed by Federal, State, or local laws, for example, when information 
must be disclosed to meet the legal requirements of the federal Food and Drug 
Administration (FDA); 

3. is for other research ; 
4. is disclosed with your consent. 

The Certificate does not prevent you from voluntarily releasing information about yourself or your 
involvement in this research . 

The Certificate will not be used to prevent disclosure to state or local authorities of harm to self or 
others including , for example, child abuse and neglect , and by signing below you consent to those 
disclosures. Other permissions for release may be made by signing NIH forms, such as the Notice 
and Acknowledgement of Infonnation Practices consent. 

Privacy Act 

The Federal Privacy Act generally protects the confidentiality of your NIH medical records we 
collect under the authority of the Public Health Service Act. In some cases, the Privacy Act 
protections differ from the Certificate of Confidentiality. For example, sometimes the Privacy Act 
allows release of inf01mation from your medical record without your permission , for example , if 
it is requested by Congress. Information may also be released for certain research purposes with 
due consideration and protection, to those engaged by the agency for research purposes, to certain 

PATIENT IDENTIFICATION Consent to Participate in a Clinical Research Study 
NIH-2977 (4-17) 
File in Section 4 : Protocol Consent (1) 
Version Date : 02/24/2020 IRB NU l'v1BER: 15N0125 
Page 12 of 15 IRB APPROVAL DATE : 04/09/2020 

RE L0000228880 .0001 



MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

federal and state agencies, for HIV partner notification, for infectious disease or abuse or neglect 
reporting, to tumor registries, for quality assessment and medical audits, or when the NIH is 
involved in a lawsuit. However, NIH will only release information from your medical record if it 
is permitted by both the Certificate of Confidentiality and the Privacy Act. 

POLICY REGARDING RESEARCH-RELATED INJURIES 

The NIH Clinical Center will provide short-tenn medical care for any injury resulting from your 
participation in research here. In general , no long-term medical care or financial compensation for 
research-related injuries will be provided by the NIH, the NIH Clinical Center , or the Federal 
Government. However, you have the right to pursue legal remedy if you believe that your injury 
justifies such action . 

PROBLEMS OR QUESTIONS 

If you have any problems or questions about this study, or about your rights as a research 
participant, or about any research-related injury, contact the Principal Investigator, Avindra Nath , 

MD, L--·---·---·---·---·---·--~~-----·---·---·---·---·--___] You may also call the NIH Clinical Center Patient 
Representative at 301-496-2626 , or the NIH Office of IRB Operations at 301-402-3713 , if you 
have a research-related complaint or concern. 

CONSENT DOCUMENT 

Please keep a copy of this document in case you want to read it again . 
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From: 
--------------------------! b6 ; 

L-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-J 
Sent: 1/22/2021 2:13:00 AM 
To: Wiebold, Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDI BOHF23SPDL T)/cn=Recipients/cn=4491ee2ae9804610899c741100150540i b6 : 
··-·-·-·-·-·-·-·-·-·-· 

Subject: Re: NIH Study 
Attachments: NIH-1208 Authorization for the Release of Medical Information modified (1).pdf 

Dear Amanda: 

Attached you will find my authorization form. Thank you so much for reaching out to me . Do you know when 
the phone call will be? Let me know and I will put it on my calendar. 

Thank you again 

On Thu, Jan 21, 2021 at 1:39 PM Wiebold, Amanda (NIH/NINDS) [E] i b6 : wrote: 
l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-•-" 

Hello[_ ______ b6 ·---·-- ! 

I am the research nurse that works with Dr. Nath. I would be happy to go over the consent with 
you. Let me know when a good time to talk on the phone would be. 

I am attaching two forms. 

1. The consent form. Please review prior to our telephone call. Do not sign it until after we talk 
on the phone . This will give us permission to receive specimens. 

2. Medical Records Release form. Please fill out the sections highlighted in yellow and return to 
me. This gives us permission to request and to review your medical records. 

If you have any additional (other than what you have already sent to Dr. Nath) medical records you 
can fax them to us directly or I can provide you with secure email access. If you have any imaging 
you can upload them directly following the instructions here 
https://www.cc.nih.gov/dcri/imaginglibrary .html. 

Let me know if you have any questions. 

Thanks, 

REL0000228887 



A~ W Ceboui, 13SN, RN, CN'RN 

Research Nurse Specialist 

NINOS Section of Infections of the Nervous System 

10 Center Drive, Building 10/7C107, MSC 1430 

Bethesda, Maryland 20892 

Office: L-·-·-·-·-· b6 ___________ j 

.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

Cel 1:L__·-·-·-·-· b6 -·-·-·-·-·-·; 

Fax: 301-402- 1137 

Em a i I: L-·-·-·-·-·-·-·-·-·-·-·-b6 ·-·-·-·-·-·--·-·-_____ : 

b6 

REL0000228887 



REQUEST FOR MEDICAL INFORMATION FROM SOURCE OUTSIDE THE NATIONAL INSTITUTES OF HEALTH 

INSTRUCTIONS : Complete this form in its entirety and forward directly to the requesting facility. 

CC PATIENT IDENTIFICATION 
. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

! b6 ! 
(f'.;itientNatne) ; (Patient Number) 

SOURCE OF INFORMATION REQUESTED 

i b6 . 
(Date of Birth) 

f ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· b 6-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

(Name of Health Care Organization or Physician) • (Phone Number) (Fax Number) 
i ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-bs ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·: 

'(Street Address) - -·- - -·- - -·- - -·- - -·- - -·- - -·- - -·- - -·- - -·- - -·- - -·- - -·- - -·- - -· (Ci(y)·· ·- - -·- - -·-·- -·-·- -·-·- -·-·- -·-·- -·-·- -·-· (State)- -·-·- -·-·- -·-·- -·-·- -·-·- -· (Zip Cdde) ·-·-·'" 

INFORMATION REQUESTED 

The purpose or need for disclosure: Review of clinical care and consideration for research study 

NIH Requestor/Point of Contact: Amanda Wiebold i b6 : 

Identify the specific items and related dates pertaining to the information to be released . 

1. Medical Reports: 

Laboratory results , clinic notes, and brain MRI or head CT reports from 

Send to: National Institutes of Health Clinical Center 
National Institute of Neurological Disorders and Stroke 
Building 10, Room 7C103 
10 CENTER DRIVE MSC 1430 
BETHESDA, MD 20892-1430 
ATTENTION: Amanda Wiebold/ Dr. Bryan Smith 

2. MRI scans on CD from anyaqdall date(s). 

Send to: National Institutes of Health Clinical Center 
National Institute of Neurological Disorders and Stroke 
Building 10, Room 7C103 
10 CENTER DRIVE MSC 1430 
BETHESDA, MD 20892-1430 
ATTENTION: Amanda Wiebold/ Dr. Bryan Smith 

3. Tissue/Pathology Slides from amt and all date(s). 

Send to: 

AUTHORIZATION 

National Institutes of Health Clinical Center 
Laboratory of Pathology 
Building 10, Room 2B50 
10 CENTER DRIVE MSC 1500 BETHESDA , 
MD 20892- 1500 

I hereby authorize the release of the above-requested medical information. 

any and all date(s). 

OR 
Fax to: (301) 402-1137 
Attn: Amanda Wiebold or 

Dr. Bryan Smith 

. . 

! b6 ! '. b6 ! 
~Signature.of Patient/Legar Guardian) -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' i_•- .•-·-•- .•-· . - .•- •- .. •- •• . •.-- .. . - .•- •- . . •- ·-·-·- --·-·- ·-·-·- ·-·-·-' 

(Printed Name .of Patient) 

1/21/2021 
(Date Signed) 

i b6 i 
·-----------------------------------------------~ 
(StreetAddress) (City) {State) . (Zip CddEl) 

Patient Identification Request for Medical Information From Source Outside The 
National Institutes of Health 
NIH-1208 (8-17) 
P.A. 09-25-0099 
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From: Wiebold, Amanda (NIH/NINOS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4491EE2AE9804610899C741100150540t_ _____ b6 _______ : 
Sent : 1/21/2021 6:39 :18 PM 
To: 

.. ---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
! b6 : 
l--·- ·-·-·- ·-·-· -·- ·- ·- ·-·-·- ·- ·-·- ·- ·-· -·-· -·- · • 

Subject: NIH Study 
Attachments : 15-N-0125 .2.Consent .200422 .pdf; NIH-1208 Authorization for the Release of Medical Information modified.pdf 

Hello: b6 ] 
l- ·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·i 

I am the research nurse that works with Dr. Nath. I would be happy to go over the consent with you. Let me 
know when a good time to talk on the phone would be. 

I am attaching two forms. 
1. The consent fo rm. Please review prior to our telephone call. Do not sign it until after we talk on the 

phone. This will give us permission to receive specimens. 
2. Medical Records Release form . Please fill out the sections highlighted in yellow and return to me. This 

gives us permission to request and to review your medical records. 

If you have any addit ional (other than what you have already sent to Dr. Nath) medical records you can fax 
them to us directly or I can provide you with secure email access. If you have any imaging you can upload 
them directly following the instructions here http~://WWW,{_::_r::,nj.j,99y/rh:ri[rngg_ingiibJq_cy,btu.1J. 

Let me know if you have any questions. 

Thanks, 

A mcvvi.da., W lebo-td,, 13SN, 'RN, CN'RN 
Research Nurse Specialist 
NINOS Section of Infections of the Nervous System 
10 Center Drive, Building 10/7C107, MSC 1430 

Bethesda, Maryland 20892 

Office: [_ ___________ b6 ·-·-·-·-·___: 
Cell:! b6 i 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

Fax: 301-402 - 1137 

Ema i IL_ ____________ b6 ________________ : 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

PRINCIPAL INVESTIGATOR: Avindra Nath, MD 

STUDY TITLE: Natural History Study of Inflammatory and Infectious Diseases of the 
Nervous System 

STUDY SITE: NIH Clinical Center 

Cohort: Biological Samples Only Consent 

Consent Version: 03/l 7 /2020 

WHO DO YOU CONTACT ABOUT THIS STUDY? 

Principal Investigator: A vindra Nath, MD,: b 6 i 

Study Coordinator: Amanda Wiebold, RN,i I 
•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· .. 

This consent form describes a research study and is designed to help you decide if you would like 
to be a part of the research study. 

You are being asked to take part in a research study at the National Institutes of Health (NIH). 
Members of the study team will talk with you about the information described in this document. 
Some people have personal, religious, or ethical beliefs that may limit the kinds of medical or 
research treatments they would want to receive (such as blood transfusions). Take the time needed 
to ask any questions and discuss this study with NIH staff, and with your family, friends , and 
personal health care providers . Taking part in research at the NIH is your choice . 

If the individual being enrolled is a minor then the term "you" refers to "you and/or your child" 
throughout the remainder of this document. 

If the individual being asked to participate in this research study is not able to give consent to be 
in this study, you are being asked to give permission for this person as their decision-maker. The 
tenn "you" refers to you as the decision-maker and/or the individual being asked to participate in 
this research, throughout the remainder of this document. 

IT IS YOUR CHOICE TO TAKE PART IN THE STUDY 

You may choose not to take part in this study for any reason. If you join this study, you may change 
your mind and stop participating in the study at any time and for any reason. In either case, you 
will not lose any benefits to which you are otherwise entitled. However, to be seen at the NIH, you 
must be taking part in a study or are being considered for a study. If you do choose to leave the 
study, please infonn your study team to ensure a safe withdrawal from the research. 

WHY IS THIS STUDY BEING DONE? 

The purpose of this study is to learn more about how inflammation and infections hurt the 
brain and nervous system so we can develop better tests and treatments for them. 
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BACKGROUND 

Inflammation is the way your body reacts to infection or injury. Signs of inflammation can 
include swelling, pain , redness or heat. Infections and/or inflammation in the brain can cause 
major health problems . Brain infections can be hard to find sometimes because we do not 
always have good tests for them. Sometimes inflammation in the brain can happen and doctors 
do not know what caused it. We would like to learn more about how diseases work and affect 
the brain , so we can figure out better ways to test for them and treat them . We hope that with 
better and earlier testing and treatment, we can help people avoid serious health problems and 
death. 

This consent form describes the participation of those who are sending biological samples 
(such as blood or spinal fluid) collected during care procedures to NIH for analysis. 

STUDY POPULATION 

Up to 1000 people will take part in this study . 

• 

PROCEDURES/STUDY OVERVIEW 

Your own clinician outside of NIH will collect blood, tissue, and/or other samples from you, 
such as cerebrospinal fluid (CSF) as part of the care for your condition. These samples will 
be sent to the NIH. We may ask you to send us additional blood , urine, and/or saliva for 
research. We will analyze your samples using research tests to try to give you and your own 
clinicians more information about your illness. Your samples may be processed in new ways 
that cannot currently be done by your own clinicians. 

Induced Pluripotent Stem Cells (iPS) 

We may use your skin or blood cells to create adult stem cells, also called iPS (induced 
pluripotent stem) cells. Stem cells can be turned into different cell types. Studying different 
cell types from the iPS cells may help us better understand the conditions we are studying . The 
iPS cells will not be used for cloning. iPS cells cannot currently be used to grow artificial 
organs or organisms, but this may change in the future . 

Genetic Testing 

Your blood may be used for genetic research purposes. The genetic material, DNA , will be taken 
from the sample . Different types of genetic testing may be done, depending on your condition: 

1. It may be analyzed to identify the genes that might be causing your condition . This will 
help us understand how changes in the genes may cause symptoms. Genetic testing can 
be helpful in establishing a diagnosis. It may eventually lead to improved treatment or 
prevention. 

2. To try to identify genetic changes that may be associated with your condition we may 
sequence the part of the DNA that provides instructions for making proteins, called the 
"exome." The exome makes up about I% of your DNA. 
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3. We may analyze the DNA and do "whole genome" sequencing. Whole genome 
sequencing provides information on most of your DNA. Sequencing takes months to 
complete. It may take even longer for us to analyze the results of the sequencing and to 
understand which genes might be involved in your condition. 

After the genetic sequencing and analysis are complete, you may meet again with the study team 
and the genetic counselor to discuss the results . Results about known or likely disease-causing 
gene variations will be given to you as part of genetic counseling . 

The genetic testing for this study will not detect all gene changes that are associated with known 
diseases. However, we will tell you if we find gene changes in your DNA that are known to have 
major and direct medical significance and are associated with illnesses or conditions that could 
benefit from early treatment. We call these "reportable gene changes ." We suggest you share this 
information with your own doctors and that you have a clinical laboratory confirm the "reportable 
gene change" before you take any action on this information . 

We will find individual DNA variations in everyone. We will not inform you of all gene variations , 
as not all of them have health implications. For example , we will not tell you about gene changes 
that only predispose to a particular disease--like a gene change that influences the risk for heart 
disease, but where the development of heart disease depends on other factors ( such as diet and 
smoking). We will also not tell you if you are a carrier of a recessive mutation , which means that 
you have one copy of a recessive mutation and one copy of the normal gene, if being a carrier 
causes no known health problems for you. 

The results from this research study will be preliminary. Further research may be necessary before 

they are fully understood . We do not plan to provide you with research results . However, if we 
obtain information that may be important for your health , we will share it with you. By 
participating in this study, you do not waive any rights that you may have regarding access to and 
disclosure of your records. 

Banking and Sharing 

Your blood , saliva , urine, tissue sample , spinal fluid or blood cells samples and MRI and other 
clinical data will be stored securely on the NIH campus . Your data and samples may be sent to a 
repository for storage and may be released for research purposes . Your name and identifying 
information will not be on the samples and data . A code will be assigned. The key to the code will 

be kept at NIH in a separate, secure area. 

If you withdraw from this research study before it is complete, you may ask that your remaining 
samples be destroyed . Results obtained before you withdraw will be kept. Your privacy will be 
protected as much as possible. 

Your blood, saliva , urine, tissue sample , spinal fluid or blood cells samples and MRI and other 
clinical data may be used for other research projects , including those not related to your current 
condition . If you do not want your samples and data used for other projects , you should not 
participate in this study . 
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RISKS, INCONVENIENCES AND DISCOMFORTS 

There are minimal risks to you from sharing your samples collected by your outside clinician 
with us. 

Genetic Testing 

Genetic testing can provide information about how illness is passed on within a family. This 
knowledge may affect your emotional wellbeing. You might feel differently about your life if 
you learned that you or your children were at increased risk of a disease, especially if there were 
no treatment. Your children, brothers or sisters may find out that they are at risk for health 
problems because of your genetic information. This might affect your relationships . Other family 
members may also be affected by uncovering risks they did not want to know about. This 
information can cause stress, anxiety, or depression. 

Some genetic testing shows if people are directly related . Some genetic tests can show that 
people were adopted or that their biological parent is someone other than their legal parent. If 
these facts were not known previously, they could be troubling . Genetic counseling is available 
at NIH to help you understand the implications of your genetic testing. 

Because of the emotional risk, some people do not want to know the results of genetic testing. It 
is our policy to not disclose the results of research genetic testing unless it may have direct 
medical implications for you or your family. 

Results of the research genetic testing in this study are often difficult to interpret because the 
testing is being done for research purposes only and the laboratories are not clinically certified. 

You may be referred to a CLIA certified laboratory , possibly outside of NIH, for additional 
testing or confirmation of the research results. NIH will not cover the cost of the additional 
testing . You or your insurer will be responsible for the cost. 

The results from this research study will be preliminary. Further research may be necessary 
before they are fully understood. We do not plan to provide you with research results. However, 
if we obtain information that may be important for your health, we will share it with you. By 
participating in this study, you do not waive any rights that you may have regarding access to 
and disclosure of your records. 

Your genetic information will be kept confidential to the extent possible . The results of your 
genetic testing will be kept in a locked and secured manner at the NIH . 

Banking and Sharing 

We will remove any information that could identify you from data and samples that are sent to 
repositories or shared. Data and samples will be sent with a code. This linking code will be kept at 
NIH. However, there is a very small chance that the data or samples could be identified as yours. 

Research using data or samples from this study may lead to new tests, drugs, or devices with 
commercial value . You will not receive any payment for any product developed from research 
using your data or samples. 
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ANTICIPATED BENEFITS 

There are no expected direct benefits for you in this study. This study will likely increase 
our general knowledge of how infections and immune conditions affect the brain and will 
probably help us to diagnose brain infections and immune disorders earlier and manage 
patients better. The study results may help to develop new treatments in the future. 

RIGHT OF WITHDRAW AL AND CONDITIONS FOR EARLY WITHDRAW AL 

You may withdraw from the study at any time and for any reason without loss of benefits or 
privileges to which you are otherwise entitled. If you withdraw from this research project 
before it is complete, any remaining samples you have contributed will be discarded. Results 
obtained before you withdraw will be kept and your privacy will be protected . 

CONFLICT OF INTEREST 

The National Institutes of Health reviews NIH staff researchers at least yearly for conflicts of 
interest. The following link contains details on this process 
http://ethics.od.nih.gov /forms/Protocol-Re view-Guide.pdf. You may ask your research team 
for additional information or a copy of the Protocol Review Guide. 

RESULTS FROM THIS STUDY 

We will share the results of the tests performed in this study with you . With your written 
permission , we will discuss and/or send test results and a letter to your doctors . 

ALTER.l~ATIVES TO PARTICIPATION 

This study does not provide treatment and you do not have to stop any treatment in order to 
participate.You may choose not to participate in this study, but to receive diagnostic and treatment 
care from your own physicians. The alternative is not to participate . 

COMPENSATION, REIMBURSEMENT, AND PAYMENT 

Will you receive compensation for participation in the study? 

Some NIH Clinical Center studies offer compensation for participation in research. The amount 
of compensation, if any, is guided by NIH policies and guidelines. 

You will not receive compensation for participation in this study. 

Will you receive reimbursement or direct payment by NIH as part of your participation? 

Some NIH Clinical Center studies offer reimbursement or payment for travel , lodging or meals 
while participating in the research. The amount, if any, is guided by NIH policies and guidelines. 

This study does not offer reimbursement for, or payment of, travel, lodging or meals . 

Will taking part in this research study cost you anything? 

NIH does not bill health insurance companies or participants for any research or related clinical 
care that you receive at the NIH Clinical Center. 
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CONFIDENTIALITY PROTECTIONS PROVIDED IN THIS STUDY 

Will your medical information be kept private? 

We will do our best to make sure that the personal information in your medical record will be kept 
private. However, we cannot guarantee total privacy. Organizations that may look at and/or copy 
your medical records for research, quality assurance, and data analysis include : 

• The NIH and other government agencies , like the Food and Drug Administration (FDA), 
which are involved in keeping research safe for people . 

• National Institutes of Health Intramural Institutional Review Board 
When results of an NIH research study are reported in medical journals or at scientific meetings, 
the people who take part are not named and identified . In most cases, the NIH will not release any 
information about your research involvement without your written pennission. However, if you 
sign a release of infom1ation form, for example, for an insurance company, the NIH will give the 
insurance company information from your medical record. This information might affect ( either 
favorably or unfavorably) the willingness of the insurance company to sell you insurance. 

If we share your specimens or data with other researchers, in most circumstances we will remove 
your identifiers before sharing your specimens or data. You should be aware that there is a slight 
possibility that someone could figure out the information is about you. 

Further, the infonnation collected for this study is protected by NIH under a Certificate of 
Confidentiality and the Privacy Act. 

Certificate of Confidentiality 

To help us protect your privacy, the NIH Intramural Program has recei ved a Certificate of 
Confidentiality (Certificate). With this certificate, researchers may not release or use data or 
information about you except in certain circumstances. 

NIH researchers must not share information that may identify you in any federal , state, or local 
civil , criminal, administrative , legislative , or other proceedings, for example , if requested by a 
court . 

The Certificate does not protect your information when it: 

1. is disclosed to people connected with the research, for example, information may be used 
for auditing or program evaluation internally by the NIH; or 

2. is required to be disclosed by Federal, State , or local laws, for example , when information 
must be disclosed to meet the legal requirements of the federal Food and Drug 
Administration (FDA) ; 

3. is for other research ; 
4. is disclosed with your consent. 

The Certificate does not prevent you from voluntarily releasing information about yourself or your 
involvement in this research. 

The Certificate will not be used to prevent disclosure to state or local authorities of harm to self or 
others including, for example, child abuse and neglect , and by signing below you consent to those 
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disclosures. Other permissions for release may be made by signing NIH forms, such as the Notice 
and Acknowledgement of Information Practices consent. 

Privacy Act 

The Federal Privacy Act generally protects the confidentiality of your NIH medical records we 
collect under the authority of the Public Health Service Act. In some cases, the Privacy Act 
protections differ from the Certificate of Confidentiality. For example, sometimes the Privacy Act 
allows release of information from your medical record without your permission, for example, if 
it is requested by Congress. Infonnation may also be released for certain research purposes with 
due consideration and protection, to those engaged by the agency for research purposes, to certain 
federal and state agencies , for HIV partner notification, for infectious disease or abuse or neglect 
reporting, to tumor registries, for quality assessment and medical audits, or when the NIH is 
involved in a lawsuit. However , NIH will only release infom1ation from your medical record if it 
is permitted by both the Certificate of Confidentiality and the Privacy Act. 

POLICY REGARDING RESEARCH-RELATED INJURIES 

The NIH Clinical Center will provide short-term medical care for any injury resulting from your 
participation in research here. In general, no long-term medical care or financial compensation for 
research-related injuries will be provided by the NIH, the NIH Clinical Center, or the Federal 
Government. However, you have the right to pursue legal remedy if you believe that your injury 
justifies such action. 

PROBLEMS OR QUESTIONS 

If you have any problems or questions about this study, or about your rights as a research 
participant, or about any research-related injury, contact the Principal Investigator Avindra Nath, 
MD,l_ _______________________________________ b6 ____________________________________ __] You may also call the NIH Clinical Center Patient 
Representative at 301-496-2626, or the NIH Office of IRB Operations at 301-402-3713, if you 
have a research-related complaint or concern . 

CONSENT DOCUMENT 

Please keep a copy of this document in case you want to read it again. 
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Adult Research Participant: I have read the explanation about this study and have been given the opportunity 
to discuss it and to ask questions. I consent to participate in this study. 

Signature of Research Participant Print Name of Research Participant Date 

Legally Authorized Representative (LAR) for an Adult Unable to Consent: I have read the explanation 
about this study and have been given the opportunity to discuss it and to ask questions. I am legally authorized 
to make research decisions on behalf of the adult participant unable to consent and have the authority to provide 
consent to this study. As applicable, the information in the above consent was described to the adult participant 
unable to consent who agrees to participate in the study. 

Signature ofLAR Print Name of LAR Date 

Parent/Guardian of a Minor Participant: I have read the explanation about this study and have been given 
the opportunity to discuss it and to ask questions. I give permission for my child to take part in this study. 

Signature of Parent /Guardian Print Name of Parent/Guardian Date 

Signature of Parent/Guardian (as applicable) Print Name of Parent/Guardian Date 

Assent: (Use this section only when this process is approved by an !RB for older minors . Do not use if an !RB 
requires a separate assent form for this population.) 

I have had this study explained to me in a way that I understand, I have been given the opportunity to discuss 
it, and I have had the chance to ask questions. I agree to take part in this study. 

Assent of Minor: (as applicable) 

Signature of Minor 

Investigator: 

Print Name of Minor Date 

Signature oflnvestigator Print Name oflnvestigator Date 
Witness to the oral short-form consent process only: This section is only required if you are doing the oral 
short-consent process and this English consent form has been approved by the IRB for use as the basis of 
translation. 
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Witness: 

Signature of Witness* Print Name of Witness Date 

*NIH ADMINISTRATIVE SECTION TO BE COMPLETED REGARDING THE USE OF AN 
INTERPRETER: 

An interpreter, or other individual, who speaks English and the participant's preferred language facilitated 
the administration of informed consent and served as a witness. The investigator obtaining consent may not 
also serve as the witness. 

__ An interpreter, or other individual, who speaks English and the participant's preferred language facilitated 
the administration of informed consent but did not serve as a witness. The name or ID code of the person 
providing interpretive support is: 
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REQUEST FOR MEDICAL INFORMATION FROM SOURCE OUTSIDE THE NATIONAL INSTITUTES OF HEALTH 

INSTRUCTIONS : Complete this form in its entirety and forward directly to the requesting facility. 

CC PATIENT IDENTIFICATION 

(Patient Name) (Patient Number) 

SOURCE OF INFORMATION REQUESTED 

(Name of Health Care Organ ization or Physician) • (Phone Number) 

(Street Address) (City) 

INFORMATION REQUESTED 

The purpose or need for disclosure: Review of clinical care and consideration for research study 

NIH Requestor/Point of Contact: Amanda Wiebold [ ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· b6·-·-·-·-·- ·-·-·-·- ·-·-·-·-·- ·-·-·-i 

Identify the specific items and related dates pertaining to the information to be released. 

1. Medical Reports: 

Laboratory results , clinic notes, and brain MRI or head CT reports from 

Send to: National Institutes of Health Clinical Center 
OR 

(State) 

date(s). 

National Institute of Neurological Disorders and Stroke 
Building 10, Room 7C103 
10 CENTER DRIVE MSC 1430 
BETHESDA, MD 20892-1430 

Fax to: (301) 402-1137 
Attn: Amanda Wiebold or 

Dr. Bryan Smith 
ATTENTION: Amanda Wiebold/ Dr. Bryan Smith 

2. MRI scans on CD from date(s). 

Send to: National Institutes of Health Clinical Center 
National Institute of Neurological Disorders and Stroke 
Building 10, Room 7C103 
10 CENTER DRIVE MSC 1430 
BETHESDA, MD 20892-1430 
ATTENTION: Amanda Wiebold/ Dr. Bryan Smith 

3. Tissue/Pathology Slides from 

Send to: 

AUTHORIZATION 

National Institutes of Health Clinical Center 
Laboratory of Pathology 
Building 10, Room 2B50 
10 CENTER DRIVE MSC 1500 BETHESDA , 
MD 20892- 1500 

date(s). 

I hereby authorize the release of the above-requested medical information. 

(Signature of Patient/Legal Guardian) (Printed Name of Patient) 

(Street Address) (City) {Sta te ) 

(Date of Birth) 

(Fax Number) 

(Zip Cade) 

(Date Signed) 

(Zip Code) 

Patient Identification Request for Medical Information From Source Outside The 
National Institutes of Health 
NIH-1208 (8-17) 
P.A. 09-25-0099 
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From: t·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-____ b6 ·-·-·-·-·-·-·-_____ -·-·-·-·-·-·-·-: 
Sent: 1/26/2021 7:41:12 PM 
To: Wiebold, Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDI BOHF23SPDL T)/cn=Recipients/cn=4491ee2ae9804610899c741100150540L._ ___ b6 --·- · ! 
Subject: Re: NIH Study 
Attachments: 15-N-0125.2.Consent .200422 (1).pdf 

On Thu, Jan 21, 2021 at 1:39 PM Wiebold, Amanda (NIH/NINDS) [E]! b6 j wrote: 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Hello[ b6 : 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 

I am the research nurse that works with Dr. Nath. I would be happy to go over the consent with 
you. Let me know when a good time to talk on the phone would be. 

I am attaching two forms. 

1. The consent form. Please review prior to our telephone call. Do not sign it until after we talk 
on the phone . This will give us permission to receive specimens. 

2. Medical Records Release form. Please fill out the sections highlighted in yellow and return to 

me. This gives us permission to request and to review your medical records . 

If you have any additional (other than what you have already sent to Dr. Nath) medical records you 
can fax them to us directly or I can provide you with secure email access. If you have any imaging 

you can upload them directly following the instructions here 
https://www.cc.nih.gov/dcri/imaginglibrary .html. 

Let me know if you have any questions. 

Thanks, 

A~ W Cebo-ld,, 135N, RN, CNRN 

Research Nurse Specialist 
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NINOS Section of Infections of the Nervous System 

10 Center Drive , Building 10/7C107, MSC 1430 

Bethesda, Maryland 20892 

Offi ce;l___ _ ___ b6 ___ _ ___ : 

Cel I::_ _________ b6 ________ __: 

Fax:301-402-1137 

Email! b6 . 
L..-·-·- ·-·-·- ·-·- ·-·- ·- ·-·- ·-·- ·-·-·- ·-·- ·-·- ·- ·-·- ·-·- ·-·. 

b6 
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PRINCIPAL INVESTIGATOR: Avindra Nath, MD 

STUDY TITLE: Natural History Study of Inflammatory and Infectious Diseases of the 
Nervous System 

STUDY SITE: NIH Clinical Center 

Cohort: Biological Samples Only Consent 

Consent Version: 03/l 7 /2020 

WHO DO YOU CONTACT ABOUT THIS STUDY? 

Principal Investigator: Avindra Nath, MD, i b6 ! 
Study Coordinator: Amanda Wiebold, RN,: : 

i.·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·-· -·- ·-· -·- ·- ·-·- ·- ·-·-·- ·-·-·- ·-·-·- ·-· -·- ·-· -·- ·-· -·-·-·-·-·-·-·-·-·-·i 

This consent form describes a research study and is designed to help you decide if you would like 
to be a part of the research study. 

You are being asked to take part in a research study at the National Institutes of Health (NIH). 
Members of the study team will talk with you about the information described in this document. 
Some people have personal, religious, or ethical beliefs that may limit the kinds of medical or 
research treatments they would want to receive (such as blood transfusions). Take the time needed 
to ask any questions and discuss this study with NIH staff, and with your family, friends , and 
personal health care providers . Taking part in research at the NIH is your choice . 

If the individual being enrolled is a minor then the term "you" refers to "you and/or your child" 
throughout the remainder of this document. 

If the individual being asked to participate in this research study is not able to give consent to be 
in this study, you are being asked to give permission for this person as their decision-maker. The 
tenn "you" refers to you as the decision-maker and/or the individual being asked to participate in 
this research, throughout the remainder of this document. 

IT IS YOUR CHOICE TO TAKE PART IN THE STUDY 

You may choose not to take part in this study for any reason. If you join this study, you may change 
your mind and stop participating in the study at any time and for any reason. In either case, you 
will not lose any benefits to which you are otherwise entitled. However, to be seen at the NIH, you 
must be taking part in a study or are being considered for a study. If you do choose to leave the 
study, please infonn your study team to ensure a safe withdrawal from the research. 

WHY IS THIS STUDY BEING DONE? 

The purpose of this study is to learn more about how inflammation and infections hurt the 
brain and nervous system so we can develop better tests and treatments for them. 

PATIENT IDENTIFICATION Consent to Participate in a Clinical Research Study 
NIH-2977 (4-17) 
File in Section 4 : Protocol Consent (2) 
Version Date : 3/17/2020 IRB NU l'v1BER: 15N0125 
Page 1 of9 IRB APPROVAL DATE : 04/09/2020 

RE L0000228890 .0001 



MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

BACKGROUND 

Inflammation is the way your body reacts to infection or injury. Signs of inflammation can 
include swelling, pain , redness or heat. Infections and/or inflammation in the brain can cause 
major health problems . Brain infections can be hard to find sometimes because we do not 
always have good tests for them. Sometimes inflammation in the brain can happen and doctors 
do not know what caused it. We would like to learn more about how diseases work and affect 
the brain , so we can figure out better ways to test for them and treat them . We hope that with 
better and earlier testing and treatment, we can help people avoid serious health problems and 
death. 

This consent form describes the participation of those who are sending biological samples 
(such as blood or spinal fluid) collected during care procedures to NIH for analysis. 

STUDY POPULATION 

Up to 1000 people will take part in this study . 

• 

PROCEDURES/STUDY OVERVIEW 

Your own clinician outside of NIH will collect blood, tissue, and/or other samples from you, 
such as cerebrospinal fluid (CSF) as part of the care for your condition. These samples will 
be sent to the NIH. We may ask you to send us additional blood , urine, and/or saliva for 
research. We will analyze your samples using research tests to try to give you and your own 
clinicians more information about your illness. Your samples may be processed in new ways 
that cannot currently be done by your own clinicians. 

Induced Pluripotent Stem Cells (iPS) 

We may use your skin or blood cells to create adult stem cells, also called iPS (induced 
pluripotent stem) cells. Stem cells can be turned into different cell types. Studying different 
cell types from the iPS cells may help us better understand the conditions we are studying . The 
iPS cells will not be used for cloning. iPS cells cannot currently be used to grow artificial 
organs or organisms, but this may change in the future . 

Genetic Testing 

Your blood may be used for genetic research purposes. The genetic material, DNA , will be taken 
from the sample . Different types of genetic testing may be done, depending on your condition: 

1. It may be analyzed to identify the genes that might be causing your condition . This will 
help us understand how changes in the genes may cause symptoms. Genetic testing can 
be helpful in establishing a diagnosis. It may eventually lead to improved treatment or 
prevention. 

2. To try to identify genetic changes that may be associated with your condition we may 
sequence the part of the DNA that provides instructions for making proteins, called the 
"exome." The exome makes up about I% of your DNA. 

PATIENT IDENTIFICATION Consent to Participate in a Clinical Research Study 
NIH-2977 (4-17) 
File in Section 4 : Protocol Consent (2) 
Version Date : 3/17/2020 IRB NU l'v1BER: 15N0125 
Page 2 of9 IRB APPROVAL DATE : 04/09/2020 

RE L0000228890 .0001 



MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

3. We may analyze the DNA and do "whole genome" sequencing. Whole genome 
sequencing provides information on most of your DNA. Sequencing takes months to 
complete. It may take even longer for us to analyze the results of the sequencing and to 
understand which genes might be involved in your condition. 

After the genetic sequencing and analysis are complete, you may meet again with the study team 
and the genetic counselor to discuss the results . Results about known or likely disease-causing 
gene variations will be given to you as part of genetic counseling . 

The genetic testing for this study will not detect all gene changes that are associated with known 
diseases. However, we will tell you if we find gene changes in your DNA that are known to have 
major and direct medical significance and are associated with illnesses or conditions that could 
benefit from early treatment. We call these "reportable gene changes ." We suggest you share this 
information with your own doctors and that you have a clinical laboratory confirm the "reportable 
gene change" before you take any action on this information . 

We will find individual DNA variations in everyone. We will not inform you of all gene variations , 
as not all of them have health implications. For example , we will not tell you about gene changes 
that only predispose to a particular disease--like a gene change that influences the risk for heart 
disease, but where the development of heart disease depends on other factors ( such as diet and 
smoking). We will also not tell you if you are a carrier of a recessive mutation , which means that 
you have one copy of a recessive mutation and one copy of the normal gene, if being a carrier 
causes no known health problems for you. 

The results from this research study will be preliminary. Further research may be necessary before 

they are fully understood . We do not plan to provide you with research results . However, if we 
obtain information that may be important for your health , we will share it with you. By 
participating in this study, you do not waive any rights that you may have regarding access to and 
disclosure of your records. 

Banking and Sharing 

Your blood , saliva , urine, tissue sample , spinal fluid or blood cells samples and MRI and other 
clinical data will be stored securely on the NIH campus . Your data and samples may be sent to a 
repository for storage and may be released for research purposes . Your name and identifying 
information will not be on the samples and data . A code will be assigned. The key to the code will 

be kept at NIH in a separate, secure area. 

If you withdraw from this research study before it is complete, you may ask that your remaining 
samples be destroyed . Results obtained before you withdraw will be kept. Your privacy will be 
protected as much as possible. 

Your blood, saliva , urine, tissue sample , spinal fluid or blood cells samples and MRI and other 
clinical data may be used for other research projects , including those not related to your current 
condition . If you do not want your samples and data used for other projects , you should not 
participate in this study . 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

RISKS, INCONVENIENCES AND DISCOMFORTS 

There are minimal risks to you from sharing your samples collected by your outside clinician 
with us. 

Genetic Testing 

Genetic testing can provide information about how illness is passed on within a family. This 
knowledge may affect your emotional wellbeing. You might feel differently about your life if 
you learned that you or your children were at increased risk of a disease, especially if there were 
no treatment. Your children, brothers or sisters may find out that they are at risk for health 
problems because of your genetic information. This might affect your relationships . Other family 
members may also be affected by uncovering risks they did not want to know about. This 
information can cause stress, anxiety, or depression. 

Some genetic testing shows if people are directly related . Some genetic tests can show that 
people were adopted or that their biological parent is someone other than their legal parent. If 
these facts were not known previously, they could be troubling . Genetic counseling is available 
at NIH to help you understand the implications of your genetic testing. 

Because of the emotional risk, some people do not want to know the results of genetic testing. It 
is our policy to not disclose the results of research genetic testing unless it may have direct 
medical implications for you or your family. 

Results of the research genetic testing in this study are often difficult to interpret because the 
testing is being done for research purposes only and the laboratories are not clinically certified. 

You may be referred to a CLIA certified laboratory , possibly outside of NIH, for additional 
testing or confirmation of the research results. NIH will not cover the cost of the additional 
testing . You or your insurer will be responsible for the cost. 

The results from this research study will be preliminary. Further research may be necessary 
before they are fully understood. We do not plan to provide you with research results. However, 
if we obtain information that may be important for your health, we will share it with you. By 
participating in this study, you do not waive any rights that you may have regarding access to 
and disclosure of your records. 

Your genetic information will be kept confidential to the extent possible . The results of your 
genetic testing will be kept in a locked and secured manner at the NIH . 

Banking and Sharing 

We will remove any information that could identify you from data and samples that are sent to 
repositories or shared. Data and samples will be sent with a code. This linking code will be kept at 
NIH. However, there is a very small chance that the data or samples could be identified as yours. 

Research using data or samples from this study may lead to new tests, drugs, or devices with 
commercial value . You will not receive any payment for any product developed from research 
using your data or samples. 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

ANTICIPATED BENEFITS 

There are no expected direct benefits for you in this study. This study will likely increase 
our general knowledge of how infections and immune conditions affect the brain and will 
probably help us to diagnose brain infections and immune disorders earlier and manage 
patients better. The study results may help to develop new treatments in the future. 

RIGHT OF WITHDRAW AL AND CONDITIONS FOR EARLY WITHDRAW AL 

You may withdraw from the study at any time and for any reason without loss of benefits or 
privileges to which you are otherwise entitled. If you withdraw from this research project 
before it is complete, any remaining samples you have contributed will be discarded. Results 
obtained before you withdraw will be kept and your privacy will be protected . 

CONFLICT OF INTEREST 

The National Institutes of Health reviews NIH staff researchers at least yearly for conflicts of 
interest. The following link contains details on this process 
http://ethics.od.nih.gov /forms/Protocol-Re view-Guide.pdf. You may ask your research team 
for additional information or a copy of the Protocol Review Guide. 

RESULTS FROM THIS STUDY 

We will share the results of the tests performed in this study with you . With your written 
permission , we will discuss and/or send test results and a letter to your doctors . 

ALTER.l~ATIVES TO PARTICIPATION 

This study does not provide treatment and you do not have to stop any treatment in order to 
participate.You may choose not to participate in this study, but to receive diagnostic and treatment 
care from your own physicians. The alternative is not to participate . 

COMPENSATION, REIMBURSEMENT, AND PAYMENT 

Will you receive compensation for participation in the study? 

Some NIH Clinical Center studies offer compensation for participation in research. The amount 
of compensation, if any, is guided by NIH policies and guidelines. 

You will not receive compensation for participation in this study. 

Will you receive reimbursement or direct payment by NIH as part of your participation? 

Some NIH Clinical Center studies offer reimbursement or payment for travel , lodging or meals 
while participating in the research. The amount, if any, is guided by NIH policies and guidelines. 

This study does not offer reimbursement for, or payment of, travel, lodging or meals . 

Will taking part in this research study cost you anything? 

NIH does not bill health insurance companies or participants for any research or related clinical 
care that you receive at the NIH Clinical Center. 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

CONFIDENTIALITY PROTECTIONS PROVIDED IN THIS STUDY 

Will your medical information be kept private? 

We will do our best to make sure that the personal information in your medical record will be kept 
private. However, we cannot guarantee total privacy. Organizations that may look at and/or copy 
your medical records for research, quality assurance, and data analysis include : 

• The NIH and other government agencies , like the Food and Drug Administration (FDA), 
which are involved in keeping research safe for people . 

• National Institutes of Health Intramural Institutional Review Board 
When results of an NIH research study are reported in medical journals or at scientific meetings, 
the people who take part are not named and identified . In most cases, the NIH will not release any 
information about your research involvement without your written pennission. However, if you 
sign a release of infom1ation form, for example, for an insurance company, the NIH will give the 
insurance company information from your medical record. This information might affect ( either 
favorably or unfavorably) the willingness of the insurance company to sell you insurance. 

If we share your specimens or data with other researchers, in most circumstances we will remove 
your identifiers before sharing your specimens or data. You should be aware that there is a slight 
possibility that someone could figure out the information is about you. 

Further, the infonnation collected for this study is protected by NIH under a Certificate of 
Confidentiality and the Privacy Act. 

Certificate of Confidentiality 

To help us protect your privacy, the NIH Intramural Program has recei ved a Certificate of 
Confidentiality (Certificate). With this certificate, researchers may not release or use data or 
information about you except in certain circumstances. 

NIH researchers must not share information that may identify you in any federal , state, or local 
civil , criminal, administrative , legislative , or other proceedings, for example , if requested by a 
court . 

The Certificate does not protect your information when it: 

1. is disclosed to people connected with the research, for example, information may be used 
for auditing or program evaluation internally by the NIH; or 

2. is required to be disclosed by Federal, State , or local laws, for example , when information 
must be disclosed to meet the legal requirements of the federal Food and Drug 
Administration (FDA) ; 

3. is for other research ; 
4. is disclosed with your consent. 

The Certificate does not prevent you from voluntarily releasing information about yourself or your 
involvement in this research. 

The Certificate will not be used to prevent disclosure to state or local authorities of harm to self or 
others including, for example, child abuse and neglect , and by signing below you consent to those 

PATIENT IDENTIFICATION Consent to Participate in a Clinical Research Study 
NIH-2977 (4-17) 
File in Section 4 : Protocol Consent (2) 
Version Date : 3/17/2020 IRB NU l'v1BER: 15N0125 
Page 6 of9 IRB APPROVAL DATE : 04/09/2020 

RE L0000228890 .0001 



MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

disclosures. Other permissions for release may be made by signing NIH forms, such as the Notice 
and Acknowledgement of Information Practices consent. 

Privacy Act 

The Federal Privacy Act generally protects the confidentiality of your NIH medical records we 
collect under the authority of the Public Health Service Act. In some cases, the Privacy Act 
protections differ from the Certificate of Confidentiality. For example, sometimes the Privacy Act 
allows release of information from your medical record without your permission, for example, if 
it is requested by Congress. Infonnation may also be released for certain research purposes with 
due consideration and protection, to those engaged by the agency for research purposes, to certain 
federal and state agencies , for HIV partner notification, for infectious disease or abuse or neglect 
reporting, to tumor registries, for quality assessment and medical audits, or when the NIH is 
involved in a lawsuit. However , NIH will only release infom1ation from your medical record if it 
is permitted by both the Certificate of Confidentiality and the Privacy Act. 

POLICY REGARDING RESEARCH-RELATED INJURIES 

The NIH Clinical Center will provide short-term medical care for any injury resulting from your 
participation in research here. In general, no long-term medical care or financial compensation for 
research-related injuries will be provided by the NIH, the NIH Clinical Center, or the Federal 
Government. However, you have the right to pursue legal remedy if you believe that your injury 
justifies such action. 

PROBLEMS OR QUESTIONS 

If you have any problems or questions about this study, or about your rights as a research 
participant, or about any research-related injury, contact the Principal Investigator Avindra Nath, 
MD, L_ ________________________________ b6 __________________________________ lYou may also call the NIH Clinical Center Patient 
Representative at 301-496-2626, or the NIH Office of IRB Operations at 301-402-3713, if you 
have a research-related complaint or concern . 

CONSENT DOCUMENT 

Please keep a copy of this document in case you want to read it again. 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

Adult Research Participant: I have read the explanation about this study and have been given the opportunity 
to discuss it and to ask questions. I consent to participate in this study . 

.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 ; b6 ; ! 

; 

! ! 

b6 
! ! 

1/26/21 
-; ' 
;·;::n:grunurc·-urIXi::-s-c:;arc;u·r·11nn:;-rpaur· -·-·-·-·-·-·-·-·-·-·-·-·-_; 

l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 
Print Name of Research Participant Date 

Legally Authorized Representative (LAR) for an Adult Unable to Consent: I have read the explanation 
about this study and have been given the opportunity to discuss it and to ask questions. I am legally authorized 
to make research decisions on behalf of the adult participant unable to consent and have the authority to provide 
consent to this study. As applicable, the information in the above consent was described to the adult participant 
unable to consent who agrees to participate in the study. 

Signature ofLAR Print Name of LAR Date 

Parent/Guardian of a Minor Participant: I have read the explanation about this study and have been given 
the opportunity to discuss it and to ask questions. I give permission for my child to take part in this study. 

Signature of Parent /Guardian Print Name of Parent/Guardian Date 

Signature of Parent/Guardian (as applicable) Print Name of Parent/Guardian Date 

Assent: (Use this section only when this process is approved by an !RB for older minors . Do not use if an !RB 
requires a separate assent form for this population.) 

I have had this study explained to me in a way that I understand, I have been given the opportunity to discuss 
it, and I have had the chance to ask questions. I agree to take part in this study. 

Assent of Minor: (as applicable) 

Signature of Minor 

Investigator: 

Print Name of Minor Date 

Signature oflnvestigator Print Name oflnvestigator Date 
Witness to the oral short-form consent process only: This section is only required if you are doing the oral 
short-consent process and this English consent form has been approved by the IRB for use as the basis of 
translation. 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

Witness: 

Signature of Witness* Print Name of Witness Date 

*NIH ADMINISTRATIVE SECTION TO BE COMPLETED REGARDING THE USE OF AN 
INTERPRETER: 

An interpreter, or other individual, who speaks English and the participant's preferred language facilitated 
the administration of informed consent and served as a witness. The investigator obtaining consent may not 
also serve as the witness. 

__ An interpreter, or other individual, who speaks English and the participant's preferred language facilitated 
the administration of informed consent but did not serve as a witness. The name or ID code of the person 
providing interpretive support is: 
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From: 1__·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·b6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
Sent: 1/27 /20214:07:57 PM 
To: Wiebold, Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDI BOH F 23SPDL T)/ cn=Recip ients/ cn=4491ee2ae9804610899c 7 41100150540i_, _____ b6 ___ __] 

Subject: Re: NIH Study 

Great, thank you so much! 

On Tue, Jan 26, 2021 at 2:55 PM Wiebold, Amanda (NIH/NINDS) [E]l. ________________________ b6 __________________________ ___:wrote: 

Thank you! It was very nice talking with you. I will reach out to you next week regarding the kit for 

the blood draw. 

Sincerely, 

Amanda 

From:i b6 : 
l-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 

Sent: Tuesday, January 26, 2021 2:41 PM 
To: Wiebold, Amanda (NIH/NINDS) [E]i b6 ] 
Subject: Re: NIH Study ' ' 

. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
On Thu, Jan 21, 2021 at 1:39 PM Wiebold, Amanda (NIH/NINDS) [E] i_ ____________________ b6 ______________ _iwrote: 

Hello: b6 1 
L-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• I 

I am the research nurse that works with Dr. Nath. I would be happy to go over the consent with 

you. Let me know when a good time to talk on the phone would be. 

I am attaching two forms. 

1. The consent form. Please review prior to our telephone call. Do not sign it until after we talk 

on the phone. This will give us permission to receive specimens. 
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2. Medical Records Release form. Please fill out the sections highlighted in yellow and return to 

me. This gives us permission to request and to review your medical records. 

If you have any additional (other than what you have already sent to Dr. Nath) medical records you 

can fax them to us directly or I can provide you with secure email access. If you have any imaging 
you can upload them directly following the instructions here 

https://www.cc.nih.gov/dcri/imaginglibrary.html. 

Let me know if you have any questions . 

Thanks, 

A ma,nda., W lebo-Ld,, 13S N, RN, CNR N 

Research Nurse Specialist 

NINDS Section of Infections of the Nervous System 

10 Center Drive, Building 10/7C107, MSC 1430 

Bethesda, Maryland 20892 

Office: l_ ___________ b6 ____________ ] 

Cell:i b6 i 
'-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•I 

Fax: 301-402 - 1137 

Ema i I: i __________________ -~~----·-_______ -·-·-· i 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i i 

. b6 ! 
' ; 
i ! 
i-~-·~·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 
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From: 

Sent: 
To: 

Subject: 

;-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-bs·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-1 

'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-J 
1/26/2021 3:30:24 PM 
Wiebold, Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4491ee2ae9804610899c741100150540l_ ____ b6 ____ __! 

Re: NIH Study 

yes 2:30 works for me. You can call me at that number for sure 

On Mon, Jan 25, 2021 at 12:52 PM Wiebold, Amanda (NIH/NINDS) [E] i._ __ ·--·-·-·-·-·-·--·-- b6·-·-·-·-·--·---·--·-·-___iwrote: 

Yes! That works for me. How about 2:30 PM? ls:·-·--·-·--·-·b6 ___________ ___ithe best number to reach you at? 

Thanks, 

Amanda 

From:i b6 : 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Sent: Monday, January 25, 2021 12:01 PM 
To: Wiebold, Amanda (NIH/NINDS) [E] i b6 ] 
Subject: Re: NIH Study ' 

It is all good .. 

Today is full of meetings and classes to teach. Can we do tomorrow? I am available from 1030 am till 1 pm 
and from 230-3 and from 4pm on .... 

On Mon, Jan 25, 2021 at 9:58 AM Wiebold, Amanda (NIH/NINDS) [E] i b6 ]wrote: 
'-·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·-·- ·-·-·- ·J 

Hi i _____________ b6 -·-·-·-·-·-.J 

Sorry we missed each other last Friday. What is your availability today? 

Thank you, 
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Amanda 

From: L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·b6 _____________________________________________ ! 
Sent: Friday, January 22, 2021 4:47 PM 
To: Wiebold , Amanda (NIH/NINDS) [E]i b6 i 
Subject: Re: NIH Study L 

Yes, I have time this evening, anytime after 6:30pm you may call me.L __________ b6 _________ _j 

On Fri, Jan 22, 2021 at 9:34 AM Wiebold, Amanda (NIH/NINDS) [E] [_ _____________________ b6 ________________ ___: wrote: 

Hi[ b6 : 
L--·-·-·-·-·-·-·-·-· - ·-· -·- ·~·-·-·. 

Thank you for responding. Actually, that was the intent of my email - to see when you are 
available for a phone call. Let me know if you have time today. If not we can look at next week. 

Thanks, 

Amanda 

From:: b6 1 
Sent: Thursday, January 21, 2021 9:13 PM ; 
To: Wiebold, Amanda (NIH/NINDS) [E] l._ _________________ b6 __________________ __: 
Subject: Re: NIH Study 

Dear Amanda: 

Attached you will find my authorization form. Thank you so much for reaching out to me. Do you know 
when the phone call will be? Let me know and I will put it on my calendar. 

Thank you again 
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On Thu, Jan 21, 2021 at 1:39 PM Wiebold, Amanda (NIH/NINDS) [E]i b6 !wrote: 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Helloi b6 : 
'--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

I am the research nurse that works with Dr. Nath. I would be happy to go over the consent with 
you. Let me know when a good time to talk on the phone would be. 

I am attaching two forms. 

1. The consent form. Please review prior to our telephone call. Do not sign it until after we 
talk on the phone. This will give us permission to receive specimens. 

2. Medical Records Release form. Please fill out the sections highlighted in yellow and return 
to me. This gives us permission to request and to review your medical records. 

If you have any additional (other than what you have already sent to Dr. Nath) medical records 
you can fax them to us directly or I can provide you with secure email access. If you have any 

imaging you can upload them directly following the instructions here 
https://www .cc.nih.gov/dcri/imaginglibrary .html. 

Let me know if you have any questions. 

Thanks, 

A ~ W iebo-ld,, 'BS N, 'RN, CNRN 

Research Nurse Specialist 

NINOS Section of Infections of the Nervous System 

10 Center Drive, Building 10/7C107, MSC 1430 

Bethesda, Maryland 20892 

Office:L_ _______ b6 _____________ i 

Cel IL_ __________ b6 _____________ i 
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Fax: 301-402-1137 

Em a i It_ __ -·-·-·-·-·-·-·-·-·-b6 ____ -·-·-·-·-·-·-·-·-__] 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
i i 
i . 

! 

b6 
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From: Wiebold, Amanda (NIH/NINOS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4491EE2AE9804610899C7411001505401.._ _______ ~~---·-·-·-j 
Sent: _2/8/2021 _8 :33 :56 _PM __________________________ _ 

To: . b6 . 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.i 

Subject: RE: NIH Study 

Oh, I see. Ok, keep us posted. 

Thanks, 
Amanda 

From: l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·b 6 __________________________________ l 
Sent: Monday, February 8, 20213:19 PM 
To: Wiebold, Amanda (NIH/NINOS) [E] i b6 i 

L-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 
Subject: Re: NIH Study 

They have not set a date, but when they do i will let you know ... 

On Mon, Feb 8, 2021, 9:54 AM Wiebold, Amanda (NIH/NINOS) [E]i b6 !wrote: 
l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

l·-·-·-·-·-·-b6 ·-·-·-·-·-j 

Thank you for the informatio n. Quest will not bill your insurance. They will bill our account. Do you know the 
date and place of your lumbar puncture so I can request the results from the testing? 

Thanks, 

Amanda 

From : i_ __________________________________ b6 ___________________________________ : 

Sent: Saturday, February 6, 2021 7:08 AM·-·-·-·-·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·-· 
To: Wiebold, Amanda (NIH/NINOS) [ E JL_ _________________________ b 6 -·-·-·-·-·-·-·-·-·-·-·-·-· : 
Subject: Re: NIH Study 

The only other test I can think of is possible spinal tap for testing . 

On Sat, Feb 6, 2021 at 7:03 AMi b6 !wrote: 
L-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--' 

Also, will this be billed to my insurance? Or covered by NIH? 

RE L0000228899 



On Sat, Feb 6, 2021 at 7:02 AMi b6 !wrote: 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

Thank you so much, my lab appointment confirmation is attached. 

On Wed, Feb 3, 2021 at 8:09 PM Wiebold, Amanda (NIH/NINOS) [E]i b6 :wrote : 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

! ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
, b6 , 
L-- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·i 

Your kit should arrive tomorrow. Please make sure to have your blood collected befo re 11:00 am on a 
Monday, Tuesday, Wednesday, or Thursday not before a holiday in order for us to receive the blood the 
follow ing morning. We are not in the lab to receive the blood on weekends or holidays . Since the 
pandemic not all Quest locations allow for walk- ins. Please go to 
hl1Q.?.:ll.c:1_ppointment.questd iagnostics.com/patient/confirmation to see if you need to make an 
appointment for the one closest to you. Please review the instructions below and let me know if you have 
any questions. 

Patient Instructions 

1) When you receive the box, open it and remove the cold packs from the box and place them 
inside of your freezer. 

2) Do Not Discard the Cardboard Box. You will need everything sent to you . Please make sure 
to remove all shipping labels before giving to Quest. 

3) On the day of collection, remove the cold packs from your freezer and place them back in 
the bottom of the box. 

4) 

5) 

6) 

Thank you, 

Take the box with all the contents inside to the collection center. 

Give the kit along with the green sheet and the orange sheet(s) to Quest. 

If you have any questions, contact Amanda Wiebold at i b6 i 
l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

RE L0000228899 



A ma.,nda, W iebot<l,, 13SN, RN, CNRN 

Research Nurse Specialist 

NINDS Section of Infections of the Nervous System 

10 Center Drive, Building 10/7C107, MSC 1430 

Bethesda, Maryland 20892 

Office: L _______ b6 _______ ] 

Cell:l_ ________ b6 _______ _: 

Fax: 301-402- 1137 

.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
Em a i I: i b6 : 

'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

From: Wiebold, Amanda (NIH/NINDS) [El 
Sent: Monday, February 1, 20214:59 PM 

To=l._ ____________________________ bG ____________________ j 
Subject: RE: NIH Study 

Hello i b6 i 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

I meant to ask you ... you sent us several medical records. Is there any additional ones that I need to request 
or any imaging or biopsies? 

Thank you, 

Amanda 

From :l_ _______________________________ --~§_ _________________________________ ~ 
Sent: Thursday, January 21, 2021 9:13 PM 

To: Wiebold, Amanda (NIH/NINDS) [El i_-----------------~~-----------------1 
Subject: Re: NIH Study 

RE L0000228899 



Dear Amanda: 

Attached you will find my authorization form. Thank you so much for reaching out to me . Do you know when the 
phone call will be? Let me know and I will put it on my calendar. 

Thank you again 

On Thu, Jan 21, 2021 at 1:39 PM Wiebold, Amanda (NIH/NINOS) [E]:-·-·-·-·-·-·-·-·-·-·-·-·-·-·b6-·-·-·-·-·-·-·-·-·-·-·-·-·-·:wrote: 
L-- ·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- · 

Hello: _________ b6 ______ __: 

I am the research nurse that works with Dr. Nath. I would be happy to go over the consent with you. Let 
me know when a good time to talk on the phone would be. 

I am attaching two forms. 

1. The consent form. Please review prior to our telephone call. Do not sign it until after we talk on 
the phone. This will give us permission to receive specimens. 

2. Medical Records Release form . Please fill out the sections highlighted in yellow and return to 
me. This gives us permission to request and to review your medical records. 

If you have any additional (other than what you have already sent to Dr. Nath) medical records you can fax 
them to us directly or I can provide you with secure email access. If you have any imaging you can upload 
them directly following the instructions here https://www .cc.nih.gov/dcri/imagingl ibrary.htm l. 

Let me know if you have any questions. 

Thanks, 

A WWU'1.da, W Cebotd,, 13S N, 'RN, CNR.N 

Research Nurse Specialist 

RE L0000228899 



NINDS Section of Infections of the Nervous System 

10 Center Drive, Building 10/7C107, MSC 1430 

Bethesda, Maryland 20892 

Office :[_ _________ b6 ____________ : 

Cell: L _________ b6 _______ ___: 

Fax: 301-402-1137 

b6 

b6 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
! b6 1 
i i 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

RE L0000228899 



b6 
' 

! ! ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

I I 

b61 
; 
; 
; 
; 
; 
! 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

REL0000228899 



From: 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· b6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Sent: 2/6/202112:02:58 PM 
To: Wiebold, Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDI BOHF23SPDL T)/cn=Recipients/cn=449 lee2ae9804610899c741100150540j _____ b6 ___ __] 

Subject: Re: NIH Study 
Attachments: lab appointment confir mation.pdf 

Thank you so much, my lab appointment confirmation is attached. 

On Wed , Feb 3, 2021 at 8: 09 PM Wiebold , Amanda (NIH/NINDS) [E] l_ ___ -·-·--·-·--·-·--·-·- b6 -·-·- -·-·- -·-·--·--__ __: wrote: 

--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
i b6 i 
i..·-·-·-·-·-·-·-·-·- ·-·-·- ·-·-·-·i 

Your kit should arrive tomorrow. Please make sure to have your blood collected before 11 :00 am on 
a Monday, Tuesday, Wednesday, or Thursday not before a holiday in order for us to receive the 

blood the following morning. We are not in the lab to receive the blood on weekends or 
holidays. Since the pandemic not all Quest locations allow for walk-ins. Please go to 

https://appointment.questdiagnostics .com/patient/confirmation to see if you need to make an 
appointment for the one closest to you. Please review the instructions below and let me know if you 

have any questions. 

Patient Instructions 

1) When you receive the box, open it and remove the cold packs from the box and place 
them inside of your freezer. 

2) Do Not Discard the Cardboard Box. You will need everything sent to you . Please 

make sure to remove all shipping labels before giving to Quest. 

3) On the day of collection, remove the cold packs from your freezer and place them 
back in the bottom of the box. 

4) 

5) 

6) 

Take the box with all the contents inside to the collection center. 

Give the kit along with the green sheet and the orange sheet(s) to Quest. 

If you have any questions, contact Amanda Wiebold at i b6 ! 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

RE L0000228900 



Thank you, 

A WLCt4'tda,, W Cebo-ld✓, 135 N, RN, CNRN 

Research Nurse Specialist 

NINOS Section of Infections of the Nervous System 

10 Center Drive, Building 10/7C107, MSC 1430 

Bethesda, Maryland 20892 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
Office: L_ ________ b6 __________ ; 

Cel I: l_ __________ b6 ____________ i 

Fax: 301-402- 1137 

.. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
Em a i I: i b6 ; 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

From: Wiebold , Amanda (NIH/NINDS) [E] 
Sent: Monday , February 1, 2021 4:59 PM 

TO: [_ ___ -- _ -·-_ -·-_ -·-_ -·-_ -·-_ -·-b6 _ -·---- _ -·-_ -·-_ -·-_ -·-·--·-·-_: 
Subject: RE: NIH Study 

He 11 o L ______ -~-~-_______ ] 

I meant to ask you ... you sent us several medical records. Is there any additional ones that I need to 
request or any imaging or biopsies? 

Thank you, 

Amanda 

RE L0000228900 



.. --·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
From:! b6 ! 

l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Sent: Thursday, January 21, 2021 9:13 PM 
To: Wiebold, Amanda (NIH/NINDS) [E] !_ _____________________________ b6 _____________________________ : 
Subject: Re: NIH Study 

Dear Amanda: 

Attached you will find my authorization form. Thank you so much for reaching out to me. Do you know when 
the phone call will be? Let me know and I will put it on my calendar. 

Thank you again 

On Thu, Jan 21, 2021 at 1:39 PM Wiebold, Amanda (NIH/NINDS) [E] i b6 !wrote: 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

Hello[ b6 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

I am the research nurse that works with Dr. Nath. I would be happy to go over the consent with 

you. Let me know when a good time to talk on the phone would be. 

I am attaching two forms. 

1. The consent form. Please review prior to our telephone call. Do not sign it until after we talk 
on the phone. This will give us permission to receive specimens. 

2. Medical Records Release form . Please fill out the sections highlighted in yellow and return to 

me. This gives us permission to request and to review your medical records. 

If you have any additional (other than what you have already sent to Dr. Nath) medical records you 

can fax them to us directly or I can provide you with secure email access. If you have any imaging 

you can upload them directly following the instructions here 

https://www .cc.nih.gov/dcri/imaginglibrary.html. 

RE L0000228900 



Let me know if you have any questions . 

Thanks, 

A WLCU'UU{., W iebo-ld.,, 13S N, RN, CNRN 

Research Nurse Specialist 

NINDS Section of Infections of the Nervous System 

10 Center Drive, Building 10/7C107 , MSC 1430 

Bethesda, Maryland 20892 

Office : l, ___________ b6 -·-·-·-·-·___! 

Cell:l_ ________ b6 ________ ! 

Fax: 301-402 - 1137 

Ema i I:[__ ___ -·-·--·-·--·-·-· b6 _·-·-·-·-·-·-·-·-·-·-·-· ] 

b6 
r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
; 
; 

I b6 ; 
; 

i 
i.·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- · 

RE L0000228900 



·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
' 

b6 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
RE L0000228900 .0001 



·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
' 

b6 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
RE L0000228900 .0001 



From: ! b6 ! 
l--·- ·-· -·- ·-·-·-·-· -·- ·-·-·-·-·-·-·-·-·-·-· -·- ·-·-·-·-·-·-·-·-·-·-· -·- ·-·-·-·• 

Sent: 2/6/202111:29:18 AM 
To: Wiebold, Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDI BOHF23SPDL T)/cn=Recipients/cn=449 lee2ae9804610899c741100150540( b6 ] 
•-·-·-·-·-·-·-·-·-·-·· 

Subject: Re: NIH Study 
Attachments: 

! b6 i 
t·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Dear Amanda 

Here are the results of several tests I had performed this past week.! b6 
,--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 

! ; 

b6 
"-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

On Mon, Feb 1, 2021 at 4:58 PM Wiebold, Amanda (NIH/NINDS) [E] i_ ____________________________ ~-~---·-·--·-·--·-·--·-·--·jwrote: 

Helloi b6 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

I meant to ask you ... you sent us several medical records. Is there any additional ones that I need to 
request or any imaging or biopsies? 

Thank you, 

Amanda 

From:i b6 : 
Sent: Thursday, January 21, 2021 9:13 PM " 
To: Wiebold, Amanda (NIH/NINDS) [E] i b6 : 

•·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
Subject: Re: NIH Study 

Dear Amanda: 

Attached you will find my authorization form. Thank you so much for reaching out to me. Do you know when 
the phone call will be? Let me know and I will put it on my calendar. 

RE L0000228904 



Thank you again 

On Thu, Jan 21, 2021 at 1:39 PM Wiebold, Amanda (NIH/NINDS) [E]l_ _______________________ ~~---------·-·--·-·--·-·-_.lwrote: 

Helloi b6 i '·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

I am the research nurse that works with Dr. Nath. I would be happy to go over the consent with 

you. Let me know when a good time to talk on the phone would be. 

I am attaching two forms. 

1. The consent form. Please review prior to our telephone call. Do not sign it until after we talk 

on the phone. This will give us permission to receive specimens. 
2. Medical Records Release form. Please fill out the sections highlighted in yellow and return to 

me. This gives us permission to request and to review your medical records. 

If you have any additional (other than what you have already sent to Dr. Nath) medical records you 
can fax them to us directly or I can provide you with secure email access. If you have any imaging 
you can upload them directly following the instructions here 

https://www.cc.nih.gov/dcr i/imaginglibrary.html. 

Let me know if you have any questions . 

Thanks, 

A WLCU1.d.a,, Wiebold,, 13S N, 'RN, CN'RN 

Research Nurse Specialist 

NINDS Section of Infections of the Nervous System 

10 Center Drive, Building 10/7C107, MSC 1430 
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Bethesda, Maryland 20892 

Office: L_ ___________ b6 -·-·-·-·-·-· i 

Cel 1:L_ __________ b6 ________ ___: 

Fax: 301-402- 1137 

Em a i I:[_ ____ -·-·-·-·-·-·-·-·-· b6 ---·-·-·-·-·-·-·-·-____ ] 

,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
i ! 

i l 
i ! 
; 

I b6 
; 
; 
; 
; 

! 
L·-·-·-·-·-·-·- ·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·- ·-·-·-·-·-·-· i 

.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--

! b6 I ! 

! ' ! i 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 
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From: Wiebold, Amand a (NIH/NINOS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4491EE2AE9804610899C741100150540L_ ______ ~~---·-·-·-j 
Sent : 3/10/2022 6:45 :59 PM 
To : : ______________ b6 ____________ ___: 

Subject: B~ .J'Ll.ti. Study 
Attachments : i b6 Samples Only Consent (L) 03 .08.22 .pdf 

L--·-·-·-·-·-·~ 

r·-·-·-·-· b6 ·-·-·-·-·-1 
l-·-·- ·-·-·-·-·-·-·-·-·-·-·-• 

Please find your countersigned consent form attached for your records. Please let me know if you have any 
questions . 

Thank you, 
Amanda 

From: Wiebold, Amanda (NIH/NINOS) [E] 

Sent: Tuesday , March 8, 2022 1:15 PM 

To:i b6 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Subject : NIH Study 

Helloi b6 i 
l--·-·-·-·-·-·-·- ·-·- ·-·-· . 

It was a pleasure speak ing with you. My contact information is below if you need to reach out to me. 

Wasi._ ____ b6 _____ :going to fax me the forms? If not, I can send you a secure email to send them back to me or you 

can fax them to me. 

Thank you, 

Am.a-vuia,Wlebo-ld,, 13SN, RN, CNRN 
Research Nurse Specialist 

NINOS Section of Infections of the Nervous System 
10 Center Drive, Building 10/7C107 , MSC 1430 
Bethesda, Maryland 20892 
Office: l_ _________ b6 ________ __: 

Ce11:l_ ______ b6 ________ i 
Fax: 301-480-5594 
Em a i I :l_ ___________________ b6 ____________________ j 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

CZ b6 
PRINCIPAL INVESTIGATOR: Avindra Nath, MD 

STUDY TITLE: Natural History Study of Inflammatory and Infectious 
Diseases of the Nervous System 

STUDY SITE: NIH Clinical Center 

Cohort: Biological Samples Only Consent · 

Consent Version: 10/06/2021 

WHO DO YOU CONTACT ABOUT THIS STUDY? 

b6 Principal Investigator: A vindra Nath, MD,j 

Study Coordinator: Amanda Wiebold, RNj 
~--------------~ 

This consent form describes a research study and is designed to help you decide if you would like 
to be a part of the research study. 

You are being asked to take part in a research study at the National Institutes of Health (NIH). 
Members of the study team will talk with you about the information described in this document. 
Some people have personal, religious, or ethical beliefs that may limit the kinds of medical or 
research treatments they would want to receive (such as blood transfusions). Take the time needed 
to ask any questions and discuss this study with NIH staff, and with your family, friends, and 
personal health care providers. Taking part in research at the NIH is your choice. 

If the individual being enrolled is a minor then the term "you" refers to "you and/or your child" 
throughout the remainder of this document. 

If the individual being asked to participate in this research study is not able to give consent to be 
in this study, you are being asked to give permission for this person as their decision-maker. The 
term "you" refers to you as the decision-maker and/or the individual being asked to participate in 
this research, throughout the remainder of this document. 

IT IS YOUR CHOICE TO TAKE PART IN THE STUDY 

You may choose not to take part in this study for any reason. If you join this study, you may change 
your mind and stop participating in the study at any time and for any reason. In either case, you 
will not lose any benefits to which you are otherwise entitled. However, to be seen at the NIH, you 
must be taking part in a study or are being considered for a study. If you do choose to leave the 
study, please inform your study team to ensure a safe withdrawal from the research. 

WHY IS THIS STUDY BEING DONE? 

The purpose of this study is to learn more about how inflammation and infections hurt the 
brain and nervous system so we can develop better tests and treatments for them. 

PATIENT IDENTIFICATION Consent to Participate in a Clinical Research Study 

[...... b6 I 

NIH-2977 (4-17) 
File in Section 4: Protocol Consent (2) 

- ~=~:i~nor;te: 10/06/2021 JD)!~ ~=~~~s;1~~ 12/09/2021 

REL0000228924.0001 



MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

BACKGROUND 

Inflammation is the way your body reacts to infection or injury. Signs of inflammation can 
include swelling, pain, redness or heat. Infections and/or inflammation in the brain can cause 
major health problems. Brain infections can be hard to find sometimes because we do not 
always have good tests for them. Sometimes inflammation in the brain can happen and doctors 
do not know what caused it. We would like to learn more about how diseases work and affect 
the brain, so we can figure out better ways to test for them and treat them. We hope that with 
better and earlier testing and treatment, we can help people avoid serious health problems and 
death. 

This consent form describes the participation of those who are sending biological samples 
(such as blood or spinal fluid) collected during care procedures to NIH for analysis. 

STUDY POPULATION 

Up to 1000 people will take part in this study . 

PROCEDURES/STUDY OVERVIEW 

Your own clinician outside of NIH will collect blood, tissue, and/or other samples from you, 
such as cerebrospinal fluid (CSF) as part of the care for your condition. These samples will 
be sent to the NIH. We may ask you to send us additional blood, urine, and/or saliva for 
research. We will analyze your samples using research tests to try to give you and your own 
clinicians more information about your illness. Your samples may be processed in new ways 
that cannot currently be done by your own clinicians. 

Induced Pluripotent Stem Cells (iPS) 

We may use your skin or blood cells to create adult stem cells, also called iPS (induced 
pluripotent stem) cells. Stem cells can be turned into different cell types. Studying different 
cell types from the iPS cells may help us better understand the conditions we are studying. The 
iPS cells will not be used for cloning. iPS cells cannot currently be used to grow artificial 
organs or organisms, but this may change in the future. 

Genetic Testing 

Your blood may be used for genetic research purposes. The genetic material, DNA, will be taken 
from the sample. Different types of genetic testing may be done, depending on your condition: 

1. It may be analyzed to identify the genes that might be causing your condition. This will 
help us understand how changes in the genes may cause symptoms. Genetic testing can 
be helpful in establishing a diagnosis. It may eventually lead to improved treatment or 
prevention. 

2. To try to identify genetic changes that may be associated with your condition we may 
sequence the part of the DNA that provides instructions for making proteins, called the 
"exome." The exome makes up about I% of your DNA. 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

3. We may analyze the DNA and do "whole genome" sequencing. Whole genome 
sequencing provides information on most of your DNA. Sequencing takes months to 
complete. It may take even longer for us to analyze the results of the sequencing and to 
understand which genes might be involved in your condition. 

After the genetic sequencing and analysis are complete, you may meet again with the study team 
and the genetic counselor to discuss the results. Results about known or likely disease-causing 
gene variations will be given to you as part of genetic counseling. 

The genetic testing for this study will not detect all gene changes that are associated with known 
diseases. However, we will tell you ifwe find gene changes in your DNA that are known to have 
major and direct medical significance and are associated with illnesses or conditions that could 
benefit from early treatment. We call these "reportable gene changes." We suggest you share this 
information with your own doctors and that you have a clinical laboratory confirm the "reportable 
gene change''. before you take any action on this information. 

We will find individual DNA variations in everyone. We will not inform you of all gene variations, 
as not all of them have health implications. For example, we will not tell you about gene changes 
that only predispose to a particular disease--like a gene change that influences the risk for heart 
disease, but where the development of heart disease depends on other factors (such as diet and 
smoking) . We will also not tell you if you are a carrier of a recessive mutation, which means that 
you have one copy of a recessive mutation and one copy of the normal gene , if being a carrier 
causes no known health problems for you. 

The results from this research study will be preliminary. Further research may be necessary before 

they are fully understood. We do not plan to provide you with research results. However, if we 
obtain information that may be important for your health, we will share it with you. By 
participating in this study, you do not waive any rights that you may have regarding access to and 
disclosure of your records. 

Banking and Sharing 

Your blood, saliva, urine, tissue sample, spinal fluid or blood cells samples and MRI and other 
clinical data will be stored securely on the NIH campus . Your data and samples may be sent to a 
repository for storage and may be released for research purposes. Your name and identifying 
information will not be on the samples and data. A code will be assigned . The key to the code will 

be kept at NIH in a separate, secure area. 

If you withdraw from this research study before it is complete, you may ask that your remaining 
samples be destroyed. Results obtained before you withdraw will be kept. Your privacy will be 
protected as much as possible. 

Your blood, saliva, urine, tissue sample, spinal fluid or blood cells samples and MRI and other 
clinical data may be used for other research projects, including those not related to your current 
condition. If you do not want your samples and data used for other projects, you should not 
participate in this study. 
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RISKS, INCONVENIENCES AND DISCOMFORTS 

There are minimal risks to you from sharing your samples collected by your outside clinician 
with us. 

Genetic Testing 

Genetic testing can provide information about how illness is passed on within a family. This 
knowledge may affect your emotional wellbeing. You might feel differently about your life if 
you learned that you or your children were at increased risk of a disease, especially ifthere were 
no treatment. Your children, brothers or sisters may find out that they are at risk for health 
problems because of your genetic information. This might affect your relationships . Other· family 
members may also be affected by uncovering risks they did not want to know about. This 
information can cause stress, anxiety, or depression. 

Some genetic testing shows if people are directly related . Some genetic tests can show that 
people were adopted or that their biological parent is someone other than their legal parent. If 
these facts were not known previously, they could be troubling . Genetic counseling is available 
at NIH to help you understand the implications of your genetic testing . 

Because of the emotional risk, some people do not want to know the results of genetic testing. It 
is our policy to not disclose the results of research genetic testing unless it may have direct 
medical implications for you or your family. 

Results of the research genetic testing in this study are often difficult to interpret because the 
testing is being done for research purposes only and the laboratories are not clinically certified. 

You may be referred to a CLIA certified laboratory, possibly outside of NIH, for additional 
testing or confirmation of the research results. NIH will not cover the cost of the additional 
testing . You or your insurer will be responsible for the cost. 

The results from this research study will be preliminary. Further research may be necessary 
before they are fully understood. We do not plan to provide you with research results. However, 
if we obtain information that may be important for your health, we will share it with you. By 
participating in this study , you do not waive any rights that you may have regarding access to 
and disclosure of your records . 

Your genetic information will be kept confidential to the extent possible. The results of your 
genetic testing will be kept in a locked and secured manner at the NIH . 

Banking and Sharing 

We will remov e any information that could identify you from data and samples that are sent to 
repositories or shared. Data and samples will be sent with a code. This linking code will be kept at 
NIH. However, there is a very small chance that the data or samples could be identified as yours . 

Research using data or samples from this study may lead to new tests, drugs, or devices with 
commercial value. You will not receive any payment for any product developed from research 
using your data or samples. 

PATIENT IDENTIFICATION 
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ANTICIPATED BENEFITS 

There are no expected direct benefits for you in this study. This study will likely increase 
our general knowledge of how infections and immune conditions affect the brain and will 
probably help us to diagnose brain infections and immune disorders earlier and manage 
patients better. The study results may help to develop new treatments in the future. 

RIGHT OF WITHDRAWAL AND CONDITIONS FOR EARLY WITHDRAWAL 

You may withdraw from the study at any time and for any reason without loss of benefits or 
privileges to which you are otherwise entitled. If you withdraw from this research project 
before it is complete, any remaining samples you have contributed will be discarded. Results 
obtained before you withdraw will be kept and your privacy will be protected. 

CONFLICT OF INTEREST 

The National Institutes of Health reviews NIH staff researchers at least yearly for conflicts of 
interest. The following link contains details on this process 
http://ethics.od.nih .gov/forms/Protocol-Review-Guide .pdf. You may ask your research team 
for additional information or a copy of the Protocol Review Guide. · 

RESULTS FROM THIS STUDY 

We will share the results of the tests performed in this study with you. With your written 
permission, we will discuss and/or send test results and a letter to your doctors. 

ALTERNATIVES TO PARTICIPATION 

This study does not provide treatment and you do not have to stop any treatment in order to 
participate. You may choose not to participate in this study, but to receive diagnostic and treatment 
care from your own physicians. The alternative is not to participate. 

COMPENSATION, REIMBURSEMENT, AND PAYMENT 

Will you receive compensation for participation in the study? 

Some NIH Clinical Center studies offer compensation for participation in research. The amount 
of compensation , if any, is guided by NIH policies and guidelines. 

You will not receive compensation for participation in this study . 

Will you receive reimbursement or direct payment by NIH as part of your participation? 

Some NIH Clinical Center studies offer reimbursement or payment for travel , lodging or meals 
while participating in the research. The amount , if any, is guided by NIH policies and guidelines. 

This study does not offer reimbursement for, or payment of, travel, lodging or meals. 

Will taking part in this research study cost you anything? 

NIH does not bill health insurance companies or participants for any research or related clinical 
care that you receive at the NIH Clinical Center. 
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CONFIDENTIALITY PROTECTIONS PROVIDED IN TillS STUDY 

Will your medical information be kept private? 

We will do our best to make sure that the personal information in your medical record will be kept 
private. However, we cannot guarantee total privacy. Organizations that may look at and/or copy 
your medical records for research, quality assurance, and data analysis include: 

• The NIH and other government agencies, like the Food and Drug Administration (FDA), 
which are involved in keeping research safe for people. 

• National Institutes of Health Intramural Institutional Review Board 
When results of an NIH research study are reported in medical journals or at scientific meetings, 
the people who take part are not named and identified. In most cases, the NIH will not release any 
information about your research involvement without your written permission. However, if you 
sign a release of information form, for example, for an insurance company, the NIH will give the 
insurance company information from your medical record. This information might affect (either 
favorably or unfavorably) the willingness of the insurance company to sell you insurance. 

Ifwe share your specimens or data with other researchers, in most circumstances we will remove 
your identifiers before sharing your specimens or data . You should be aware that there is a slight 
possibility that someone could figure out the information is about you. 

Further, the information collected for this study is protected by NIH under a Certificate of 
Confidentiality and the Privacy Act. 

Certificate of Confidentiality 

To help us protect your privacy, the NIH Intramural Program has received a Certificate of 
Confidentiality (Certificate). With this certificate, researchers may not release or use data or 
information about you except in certain circumstances. 

NIH researchers must not share information that may identify you in any federal, state, or local 
civil, criminal, administrative, legislative, or other proceedings, for example, if requested by a 
court. 

The Certificate does not protect your information when it: 

1. is disclosed to people connected with the research, for example, information may be used 
for auditing or program evaluation internally by the NIH; or 

2. is required to be disclosed by Federal , State, or local laws, for example , when information 
must be disclosed to meet the legal requirements of the federal Food and Drug 
Administration (FDA); 

3. is for other research; 
4. is disclosed with your consent. 

The Certificate does not prevent you from voluntarily releasing information about yourself or your 
involvement in this research. 

The Certificate will not be used to prevent disclosure to state or local authorities of harm to self or 
others including, for example , child abuse and neglect, and by signing below you consent to those 
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disclosures. Other permissions for release may be made by signing NIH forms, such as the Notice 
and Acknowledgement of Information Practices consent. 

Privacy Act 

The Federal Privacy Act generally protects the confidentiality of your NIH research information 
that we collect under the authority of the Public Health Service Act during your participation in 
this research study. This study's data will be stored under system 09-25-0200. Clinical, Basic and 
Population-based Research Studies of the National Institutes of Health (NIH). In some cases, the 
Privacy Act protections differ from the Certificate of Confidentiality. For example , sometimes the 
Privacy Act allows release of information from your record without your permission, for example, 
if it is requested by Congress. Information may also be released for certain research purposes with 
due consideration and protection, to NIH staff (such as contractors and volunteers), to those 
engaged by the agency for research purposes, to certain federal and state agencies. for HIV partner 
notification, for infectious disease or abuse or neglect reporting. to morbidity, mortality, disease. 
or tumor registries, when authorized by the Secretary of HHS, or when the NIH is involved in a 
lawsuit. However , NIH will only release information from your medical record if it is permitted 
by both the Certificate of Confidentiality and the Privacy Act. If you do not want to share your 
information with us,· then you cannot participate in this study. 

POLICY REGARDING RESEARCH-RELATED INJURIES 

The NIH Clinical Center will provide short-term medical care for any injury resulting from your 
participation in research here. In general, no long-term medical care or financial compensation for 
research-related injuries will be provided by the NIH, the NIH Clinical Center, or the Federal 
Government. However, you have the right to pursue legal remedy if you believe that your injury 
justifies such action. 

PROBLEMS OR QUESTIONS 

If you have any problems or questions about this study, or about your rights as a research 
participant, or about any research-related injury, contact the Principal Investigator A vindra Nath, 
MD, i --~~ b6 : You may also call the NIH Clinical Center Patient 
Represeiffat1ve at 301:49-6:2o2o,or1fieNIR Office of IRB Operations at 301-402-3713, if you 
have a research-related complaint or concern. 

CONSENT DOCUMENT 

Please keep a copy of this document in case you want to read it again. 
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. ..A.d.u.lt..ll.o<>.<>.n..t,1.!.b_.P._o. ..... fi.nin .a:nt._.l.h .,;i.~,A.1'"'"A.t .b .... aexplanation about this study and have been given the opportunity 
participate in this study. 

1-------b6 b6 
Print Name of Research Participant Date 

Legally Authorized Representative (LAR) for an Adult Unable to Consent: I have read the explanation 
about this study and have been given the opportunity to discuss it and to ask questions. I am legally authorized 
to make research decisions on behalf of the adult participant unable to consent and have the authority to provide 
consent to this study. As applicable, the information in the above consent was described to the adult participant 
unable to consent who agrees to participate in the study. 

Signature of LAR Print Name ofLAR Date 

Parent/Guardian of a Minor Participant: I have read the explanation about this study and have been given 
the opportunity to discuss it and to ask questions. I give permission for my child to take part in this study. 

Signature of Parent/Guardian · Print Name of Parent/Guardian Date 

Signature of Parent/Guardian (as applicable) Print Name of Parent/Guardian Date 

Assent: (Use this section only when this process is approved by an IRB for older minors. Do not use if an IRB 
requires a separate assent form for this population.) 

I have had this study explained to me in a way that I understand, I have been given the opportunity to discuss 
it, and I have had the chance to ask questions . I agree to take part in this study. 

Assent of Minor: (as applicable) 

Signature of Minor 

Investigator: 

Print Name of Minor Date 

b6 Amanda Wiebold, RN 3/9/2022 
Signature of Investigator Print Name of Investigator Date 
Witness to the oral short-form consent process only: This section is only required if you are doing the oral 
short-consent process and this English consent form has been approved by the IRB for use as the basis of 
translation. 
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Witness: 

b6 b6 
-·""1'l1n-·-1UJ1VIINISTR1\TIYK-SECHUN-·-fo BE COMPLETED REGARDING THE USE OF AN 
INTERPRETER: 

__ An interpreter, or other individual, who speaks English and the participant's preferred language facilitated 
the administration of informed consent and served as a witness. The investigator obtaining consent may not 
also serve as the witness . 

__ An interpreter, or other individual, who speaks English and the participant's preferred language facilitated 
the administration of informed consent but did not serve as a witness. The name or ID code of the person 
providing interpretive support is: 
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From: Wiebold, Amanda (NIH/NINOS) [El [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4491EE2AE9804610899C741100150540L_ ______ b6 ________ _l 

Sent : 3/4/20216 :59 :16 PM 

To: Safav i, Farinaz (NIH/ NINOS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDI BOH F 23SPDL T)/ cn=Recip ien t s/ cn=94807 ce 146e045d4b61655da26a0c246i b6 : 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

i b6 ] 
l-•- •- •-•- •• •-•- •• •••• •• •••• •• •••• •• •••• •• •••• •• ••.I 

Subject: RE: Myself 

A secure email has been sent. 

Thank you, 
Amanda 

From: Safavi, Farinaz (NIH/NINOS) [E]l _______________ b6 _____________ __: 
Sent: Thursday, March 4, 20211:43 PM 

To: [~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~I~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~] Wiebold , Amanda (NIH/NI ND S) [ El [·-·-·-·-·-·-·-·-·-·-·-·-·-·~~----·-·-·-·-·-·-·-·-·-·-·-·j 
Subject: RE: Myself 

Dear Amanda , 
Can you please provid~ ----·-·b6 ____ ___:the link for sending us his medical records . 
Thank you 
Farinaz 

From: l_ ______ b6 _________ _] 

Sent: Wednesday, March 3, 2021 5:47 PM 
To: Safavi , Farinaz (NIH/NINOS) [El 
Subject: Re: Myself 

Hi Farinaz, 
Friday 3/5 from 3-5 will work. 
I am i nl_ __________ b6 _________ ___: 

I can gather some records if you like. Do you have access to Epic emr? 
Thanks so much, 

L_ __________ b6 -·-·-·-·-__! 

Sent from my iPhone 

On Mar 3, 2021, at 2:41 PM, Safavi, Farinaz (NIH/NINOS) [El! b6 i wrote: 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

. · •·•·• · •·•·- · -·•·• · •l 

i___ ----~-~-- __ i 

Please kindly let me know which of the following dates/ times works for you to meet? I will send you the 
MS teams link accordingly. 
Friday 3/5 3-5 ET 
Tues 3/9 3-5 ET 
Thurs 3/11 3-5 ET 

Thank you 
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Farinaz 

Farinaz Safavi MD, PhD 

Division of Neuroimmunology and Neurovirology 

NINOS, NIH, Bethesda, MD 

From:[·-·-·-·-·-·-b6·-·-·-·-·-· ! 
Sent: Wednesday, March 3, 2021 4:24 PM 

To: Safavi, Farinaz (NIH/NINOS) [El 
Subject: Re: Myself 

Please let me know when I can have a visit. Thanks, 

L._, _____ , ______ b6 ·-·-·-·-·-·-·-· 1 

Sent from my iPhone 

On Mar 2, 2021, at 8:03 PM, Safavi, Farinaz (NIH/NINOS) [E)i b6 : 
L .• . • . •.• . • . •.• . • . •.• . • . •.• . • . •.• . • . •.• . • . •.• . • . •.• . •• 

wrote: 

L-·-·-·-·-·-· b6 -·-·-·-·-·-__! 
I am really sorry to hear about your symptoms. We definitely can schedule a televisit in 

mutually convenient time to go over the details . I will coordinate with our team and get 

back to you tomorrow. 

Best Regards, 
Farinaz 

Farinaz Safavi MD, PhD 

Section of Infections of the Nervous System 

Division of Neuroimmunology and Neurovirology 

NINOS, NIH 

From: Nath, Avindra (NIH/NINOS) [El 
Sent: Tuesday, March 2, 2021 9:04 PM 

To: L_ _________ b6 ·-·-·-·-·-· ! 
Cc: Safavi, Farinaz (NIH/NINOS) [E]; Wiebold, Amanda (NIH/NINOS) [El; Smith, Bryan 

(NIH/N INOS) [El 
Subject: Re: Myself 

Deari b6 ! 
·-·-·-·-·-·-·-·-·-·-·-·. 

I am terribly sorry to hear of your illness. We are following several patients with 

neurological symptoms from the COVID vaccines I have copied members of my research 

team who will get in touch with you. Dr. Safavi is leading the effort and w ill do a televisit 

and then we will like to obtain some medical records and blood samples. You would 

need to be enrolled on to our research study for this purpose. Our hope to try and 
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identify if there is some kind of molecular mimicry between vaccine and the antigens in 

the nervous system. 

With best wishes. 

Avi 

Avindra Nath MD 

Chief, Section of Infections of the Nervous System 
Clinical Directo r, 

National Institute of Neurological Disorders and Stroke 

National Institutes of Health, Bethesda, MD 

l _____ b6 ____ __I ~~::iit) 
!·-·-·-·-·-·-·-·-·-·-·-~·~-·-·-·-·-·-·-·-·-·-·_.i 

On 3/2/21, 4:54 PM,l._ _____________________________ b6 _______________________ t wrote : 

Hi Dr. Nath, 
My name isr-·-·-·-·-·-·-·-·i:i6-·-·-·-·-·-·-·-·1 I was given your name by i b6 l 

•- •- •- • - •- • ~ · - ·-• • · • · • •• ·•· • ••· • · • •• · • ·•• • · • · • ••- •• •• •• •• •• •• •• •1 {• •• •• •• •• •• •• •• •• •••• •• • ,. L .•.•.• .•.•.• .•.•.• .•. •.• .• . •.• .• . • 

I am ai b6 !in: b6 !who had a severe reaction to the 
Pfizer C;vid Vaccine r _____ b6 _______ l I was previously healthy and 30 minutes after 

receiving the vaccine developed burning in my face, had a pre-syncopal event and my 

blood pressure spiked very high. I initially became bedridden for one week with severe 

malaise and paresthesias in my face and tongue . I also felt a tight band like 

constriction around my chest. I was treated with [-------------------~~---------------------1 
[ b6 i Since that time, energy has improved but I have severe paresthesias in 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
my face, head, tongue and mouth, chest, abdomen and limbs . At times they are 
incapacitating. I feel a vibration in my head and hands. The tight band around my chest 

persists. I have had extens ive negative neurological and rheumatological work up and 

have seen several doctors in[~f;who have no clue what has happened to me . :._ ____ ~-~---·_] 

[_ _____ b6 ____ ! at L_ _____ b6 _____ found [ ______________________________ -·-·-·-·-·-·- _______ b6 _______________________________ -·-·-·-·-·-·- __ __: 
[- -·---·---·---·---·---·---·bs·---·---·---·-·--·-·--·-·--·-·--1 and[-·---·- --·bi---·---·-:at l-·-·-bs-·-·1p ut me on 

t-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· b6·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
Are you aware of these reactions and what is causing them? Is there anything that can 

help me? I am quite incapacitated. I have collected a group of peop le whom I met 

through the internet with similar reactions to mine. Several are physicians as far away as 

France and Argentina. Pfizer, the FDA and CDC have been unhelpful. 

Any help or insight you can give me would be most appreciated. 

Sincerely, 
i b6 i 
L .• ••.•.• ••.•.• ••.•.• ••.•.• ••.•.• ••.• ) 

Sent from my iPhone 
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From: ! b6 ! 
L.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.l 

Sent: 11/30/20212:20:36 PM 
To: Wiebold, Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

Subject: 
(FYDI BOH F 23SPDL T)/ cn=R~~-~ei~-~~s/5=0_':~491ee2ae9804610899c 7 41100150540[ ____ ---~-~-_____ j 
Re: Per conversation with: ___________ b6 ·-·-·-·-·-i 

Hi Amanda, 

Thank you! I received the email and will set up today. 

Best , 

L·-·-·-· b6 ·-·-·-__! 

On Tue, Nov 30, 2021 at 7:44 AM Wiebold, Amanda (NIH/NINDS) [E]l_ ___________________________ ~~---·-·-·-·-·-·-·-·-·-·-·-·-·-_!wrote: 

Good morning l_ __________ bG ____________ i 

Ladi and I are the research nurses with Dr. Nath. I have just sent you a secure email letting you know 
what we need in order to review your recent health issues. It is a secure email platform which allows 
us to exchange sensitive or identifying information. You will be walked through a couple of steps to 
set up an account. Please do not send medical records through this email exchange. If you prefer to 
fax your records or mail them you may use the contact information below to do so. We do not 
recommend sending anything by USPS as it can take several weeks for us to receive items. 

Please reach out to us if you have any questions. 

Thank you, 

A~Weebo-U; 135N, RN, CNRN 

Research Nurse Specialist 

NINOS Section of Infections of the Nervous System 

10 Center Drive, Building 10/7C107, MSC 1430 

Bethesda, Maryland 20892 

Office:i b6 i 
1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

Cel l:l_ _________ b6 ·-·-·-·-·-.: 

Fax: 301-480-5594 

RE L0000228959 



Em a i I :l_ ___________________ b6 -·-·-·-·-·-·-·-·-·-·-·-· ] 

From: Nath, A vindra (NIH/NINDS) [E]l__·-·-·-·-·-·-·-·-·-·-·-·-~-~---·-·-·-·-·-·-·-·-·-·-·-_j 
Sent: Tuesday , November 30, 2021 2:47 AM 

~7N~§)TElr ___ _J_~~-fa~!,_rit"~-~7r!~ ~]:•~=~:7~~i'°~0J~-!\~~i,~~--1 
Subject: Re: Per conversation with L_ _________ b6 ·-·-·-·-·-·-] L---------·-·--·-·--·-·--·-·--·-·--·-·--·-·--' 

Dea( ______ b6 _____ __! 

I am terribly sorry of hear of your illness. Yes, we would be glad to review all your medical records to 
determine if you would be eligible for one of our studies. I have copied several key members of our research 
team who will help review them with me. 

Best wishes . 

Avi 

A vindra Nath MD 

Chief, Section oflnfections of the Nervous System 

Clinical Director , 

National Institute of Neurological Disorders and Stroke 

National Institutes of Health, Bethesda , MD 

r b6 !(Office) 
! 

i.______ _ ____ le cell) 

: b6 1 
; ' 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 

From:f b6 : 
Date: Monday , November 29, 2021 at 9:57 AM ; 
To: Nath , A vindra (NIH/NINDS) [E] i b6 : 
Subject: Fwd: Per conversation with( ____ ~·-· b6 _________ __: 

RE L0000228959 



Dear Dr. Nath, 

I recently spoke with[ b6 I about my post COVID vaccine and post-COVID infection disease course. 
She suggested I writeL.to-·you-dir.ectTy. In a bri ef summary, L. ______ !>_6-________ .: had _COVID __ in[~~--~-~~--~-~!'._6~-~--~-~-~--~-~-~J 
Although I was around him , I never tested positive but was exposed. Onl_ __________ b6 ________ __:I had the first Pfizer 
vacc ine. Around this tim e, I develope d a mild foot drop in my right foot. OnL__ = __ b6 ______ __i I received my 
second shot and within_ two. weeks1_ had_ developed full foot. drop in my right foot._ I was worked up extensively 
with EMG showingi b6 i '-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 
however, MRl foundi b6 i I also developed a rash on my face and Raynauds on my 

right foot. My history is no tab le for L ·-·-·-·-·-·-·-·-·-·-·-·-·-~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~~---·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___J 

l-·---~~----j I became ill with COVID. Although the cold was mild I have developed partial foot drop on the left 
side and prowessive_weakness up my right_legand signs_ ofweakness_inmy left_leg. l_havebeen _given the-·, 

d ia gn o sis of: ____ -·-·--·-·--·-·--·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· b 6 ___ -·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·-_ i 

I am writing to ask if this could be related to COVID and ifl could be eligible to participate in research at the 
NIH. I would be willing to trave l and am willing to provide test results to you via email prior to speaking with 
you if needed. 

Thank you for your time. 

Please feel free to reach out to set up a time to talk. 

All the best. 

! 
i b6 . 
i.. .•.•.•.•.•.•.•.•.•.••• .i 

RE L0000228959 



From: 

Sent : 
To: 

CC: 

Subject: 

Hi Amanda , 

--·-·--·-·--·-·- -·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·- -·-·--·-·--·-·--·-·--
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~-~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ~ 
12/13/20215:18 :22 PM 
Wiebold , Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrat ive Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4491ee2ae9804610899c74110015054d~----_!:>_~----j 
Smith , Bryan (NIH/NINDS) [El [/o=Exchangelab s/ou=Exchange Admin istrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/ cn=de7bf3d6ad0046288fd8c35f33de3e57j b6 !Farren, Jennifer 
(NIH/NINDS) [Cl [/o=Exchangelabs/ou=Exchange Administrative Group ' ' 
(FYDI BOHF23SPDL T)/cn=Recipien t s/ cn=0288f67595eb44 7bb 14c29e872fbe4bai b6 j 

.-·- ·-· - •-·- ·- •-·- •-·- •- ·-·-i L-- •-·- •-·- •- ·-·- •-

[EXTER N AL l Re: Per conversat ion withl_ _________ b6 ·-·-·-·-·-i 

No thanks, I am not interested at this time! 

Take care, 
L _________ b6 _________ __j 

On Mon, Dec 13, 2021 at 11: 12 AM Wiebold , Amanda (NIH/NINDS ) [E][ ________________________ b6 -·-·-·-·-·-·-·-·-·-·-·-·-·-j wrote: 

,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--, 
Hello! b6 i 

i.-·-·- ·-· -·- ·-· -·- ·- ·-·- ·- ·-·- ·-· -·-j 

,' was just following ue on Dr. Smith's email belo~G bG I 
t·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·-·- ·-·-·- ·-·- ·- ·-·- ·- ·-·-·- ·-·-·- ·-·- ·- ·-·- ·- ·- ·-·- ·- ·-·- ·-·- ·- ·-·- ·- ·- ·-·- ·- ·-·- ·-·-·- ·-·-·- ·- ·-·- ·-·-·- ·-·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·-l 

Please let us know . 

Thank you, 

A~ W Ceho-ld,, 13SN, RN, CNRN 

Research Nurse Specialist 

NINOS Section of Infections of the Nervous System 

10 Center Drive, Building 10/ 7C107, MSC 1430 

Bethesda, Maryland 20892 

RE L0000228960 



Office:! b6 ] 
'--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

. ! 

Cel l:L_ _________ b6 ·-·-·-·-·-·-: 

Fax: 301-480 -5594 

Email:i b6 i 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

From: Smith, Bryan (NIH/NINDS) [E] i b6 ! 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Sen~:_ Monday , December_61_ 202 1) 1 :27_AM _______________________ _ 
To:i b6 : 

i....-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. ··-·-·-·-·-·-·-·-·-·-·-\ 
Cc: Farren, Jennifer (NIH/NINDS) [C] i b6 :Wiebold , Amanda (NIH/NINDS) [E] 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
! b6 ! 
'subject: Re: Per conversatio~ withL ____________ b6 _____________ i 

Hi!_ _____ b6 _______ ] 

Thank you for sharing your story and records, and our team is heartbroken to hear of your story. Based on the 
!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- 66 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

-records,! 
; ·'------------------------------------

b6 
' ; 
i..-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Best, 

Bryan 

Bryan Smith, MD 

Staff Clinician, NINDS Section of Infections of the Nervo us System 

From:! b6 ! 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Date: Tuesday, November 30, 2021 at 9:27 AM 

RE L0000228960 



To: "Nath, Avindra (NIH/NINDS) [El'1_ ____________ ~! __________ 
7

___j 

Cc: "Kwan, Justin (NIH/NINDS) [EJ'L. b6 _ __i"Safavi, Farinaz (NIH/NINDS) [E]" 
[~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~=~~~~~~~~~~~~~~~~~~~]"W ie bold,_ Amanda (NI~/NIND S) [E]" L:_:_:~:_:_:~:_:_:~:_:_:~:_:_:~-~:~:_:_:~:_:_:~:_:_:~:_:_:~:_:_J ''Smith, 
Bryan (NIH/NINDS) [E]" [______________ b6 i 
Subject: Re: Per conversation withL_ _________ b6 ________ __! 

Hi Dr. Nath, 

Thanks so much for the quick reply! I have already heard from your team about how to send over records and 
will get started with that today. 

Thank you . 

. ·-·-·-·-·-·-·-·-·-·-·-·-, 
i b6 : 
1---·-·-·-·-·-·-·-·-·-·-· . 

On Tue, Nov 30, 2021 at 1:47 AM Nath, A vindra (NIH/NlNDS) [E] [ _________________________ b6 ·-·-·-·-·-·-·-·-·-·-___jwrote: 

DearL _____ b6 ___ _i 

I am terribly sorry of hear of your illness. Yes, we would be glad to review all your medical records to 
determine if you would be eligible for one of our studies. I have copied several key members of our research 
team who will help review them with me. 

Best wishes . 

Avi 

Avindra Nath MD 

Chief, Section oflnfections of the Nervous System 

Clinical Director, 

National Institute of Neurological Disorders and Stroke 

National Institutes of Health, Bethesda, MD 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

! b6 !(Office) 
i i 
! ! 
! ! 

[_ ________________________ __: ( ce 11) 

! b6 ! 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

RE L0000228960 



From:: b6 : 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Date: Monday, November 29, 2021 at 9:57 AM 
To: Nath, Avindra (NIH/NINDS) [E]_i b6 _______________ __i 

Subject: Fwd: Per conversation with[__·------~~-----·-·-i 

Dear Dr. Nath, 

I recently spoke withi b6 iabout my post COVID vaccine and post-COVID infection disease course. 
She suggested I write'toyoucltrectiy. In a brief summary , i _____ b_G _______ ihad COVID ini" _____________ b6 ____________ ] 
Although I was around him, I never tested positive but wa~ exposed. Oni b6 i'i had the first Pfizer 
vaccine. Around this time, I developed a mild foot drop in my right foot.' Oni b6 iI received my 
second shot and within two weeks, had developed full foot drop in my right foot. I was w~rked up extensively 

:~~e~~,G~~7~~~k-~~-~-~~-~-~~-~-~~-~-~)6 ~~~~~~~~~~~~~~:I_ also~ devel!~d_a_ rash ·on_ mi face ·and Raynauds._on my __ ] 
right foot. My history is notable fori b6 ! 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ·-· -·- ·-· -·- ·-·-· 

b6 I became ill with COVID. Although the cold was mild I have developed partial foot drop on the left 
side and progressive weakness up my right leg and signs of weakness in my left leg. I have been given the 
diagnosis of l ____________________________________________________________________ b6 _______________________________________________________________________ -·-·-·-·-·-·-·-·J 

I am writing to ask if this could be related to COVID and ifI could be eligible to participate in research at the 
NIH. I would be willing to travel and am willing to provide test results to you via email prior to speaking with 
you if needed. 

Thank you for your time. 

Please feel free to reach out to set up a time to talk. 

All the best. 

L __ b6 ___ _] 

RE L0000228960 



From: 
1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-b6 _·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 

Sent: 4/1/20216:03:25 AM 
To: Wiebold, Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4491ee2ae9804610899c74110015054d b6 i 
L-·-·-·-·-·-·-·-·-·-·-·• 

Subject: Re: Follow up from vaccine effects with Dr Safavi 

I found it in my junk mailbox!! Let me know if either of those times work for you!! 

Thanks 

Sent from my iPhone 

On Mar 31, 2021 , at 10:59 PM,:_ ___________________________________ b6 ____________________________ _i wrote: 

Hello Amanda 

I have open 10:10 am on April 1st or 1:10pm 
All on pacific standard time! Let me know what works for you. I also am not sure what email I should be 
looking for to receive the secured document?! I didn't see it but could search my email for it. 

Thanks 

i ! 

! b6 1 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Sent from my iPhone 

On Mar 30, 2021, at 1:59 PM, Wiebold, Amanda (NIH/NINOS) [El 
' b6 :wrote : 
L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
He I I oi b6 : 

l-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

I have sent you a secure email with documents for your to review and 
instructions. Please review and let me know when you are available to talk by 
phone. My schedule is very flexible on Thursday. 

Thanks, 
Amanda 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
From: L_ __________________________ -·---~~-___________________________________ __! 
Sent: Tuesday, March 30, 20214:18 PM 
To: Wiebold, Amanda (NIH/NINOS) [Eli b6 : 

'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·_. 
Subject: Fwd: Follow up from vaccine effects with Dr Safavi 

RE L0000228964 



Sent from my iPhone 

Begin forwarded message: 

From:: b6 i 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Date: March 30, 2021 at 1:12:43 PM PDT 

To:!__ ________________________ b6 ·-·-·-·-·-·-·-·-·-·-·-·___i 
Subject: Follow up from vaccine effects with Dr Safavi 

I give my consent for the serum kit. Not sure what you need me to do. 

also need to know where to send my results of all my tests. Thanks. 

Hii b6 : 
'·-·-·-·-·-·-·-·-·-·-·-·-· . 

How is everything? Hope your symptoms have improved . 

Our research nurse did not receive any call from you for consent.Can 

you please contact her and schedule the consent which helps us to 

complete our paperwork.(her email address 
i( __________________ b6 _________________ i 
I also think at this moment bringing you to NIH is not easily possible but 

if you give us the consent we can send you a kit and information to send 

us your serum sample. 

Please let me know if you have any questions/concerns 

Thank you 

Farinaz 

Farinaz Safavi MD, PhD 
Division of Neuroimmunology and Neurovirology 

NINOS, NIH, Bethesda, MD 

Sent from my iPhone 

RE L0000228964 



From: i b6 : 
L--·- ·-· -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Sent: 4/1/20214:57:07 PM 
To: Wiebold, Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4491ee2ae9804610899c741100150540f b6 ! 
L--·-·-·-·-·-· -·- ·-·-· 

Subject: Re: Follow up from vaccine effects with Dr Safavi 

Will you be calling me then?! 

Sent from my iPhone 

On Apr 1, 2021, at 7:11 AM, Wiebold, Amanda (NIH/NINOS) [Eli b6 iwrote: 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

' . 
; b6 : 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Let's do 10:10 AM PST (1:10 PM EST). 

Thanks, 
Amanda 

.. --·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
From:! b6 ; 

i.·-·- ·-· -·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·-· 

Sent: Thursday, April 1, 20211:59 AM 

To: Wi ebo Id, Amanda ( N I H /NI ND S) [El L.-·-·-·-·-·-·-·-·-·-·-·-·-·!>-~.-____________________ J 
Subject: Re: Follow up from vaccine effects with Dr Safavi 

Hello Amanda 

I have open 10:10 am on April 1st or 1:10pm 
All on pacific standard time! Let me know what works for you. I also am not sure what email I should be 
looking for to receive the secured document?! I didn't see it but could search my email for it. 

Thanks 

r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
! ! 

b6 
' ! 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Sent from my iPhone 

On Mar 30, 2021, at 1:59 PM, Wiebold, Amanda (NIH/NINOS) [El 

: b6 ]wrote : 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·; 

Hello[_ _______ b6 _________ ! 

RE L0000228968 



I have sent you a secure email with documents for your to review and 
instructions . Please review and let me know when you are available to talk by 
phone . My schedule is very flexib le on Thursday. 

Thanks, 
Amanda 

From: i -·---·---·---·---·-·--·-·--·-·--·bs·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·: 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Sent: Tuesday, March 30, 20214:18 PM 

To: Wiebold , Amanda (NIH/NINOS) [E] !__ ____________________ b6 ·-·-·-·-·-·-·-·-·-·-·-·___! 
Subject: Fwd: Follow up from vaccine effects with Dr Safavi 

Sent from my iPhone 

Begin forwarded message : 

. ' 
From:! b6 : 

L--·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-· . 

Date: March 30, 2021 at 1:12:43 PM PDT 
To:i b6 i 

L·-·-·-·- ·-·-·- ·-·- ·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·-·-) 

Subject: Follow up from vaccine effects with Dr Safavi 

I give my consent fo r the serum kit. Not sure what you need me to do. 

also need to know where to send my results of all my tests . Thanks . 

··-·-·-·-·-·-·-·-·-·-·· 
! b6 ! 
i..,- -- ·- ·- ·- ·- ·- ·- ·- ·- .i 

Hi!_ __ b6 __ _1 
How is everything? Hope your symptoms have improved . 

Our research nurse did not receive any call from you for consent .Can 
you please contac t her and schedule the consent which helps us to 

complete our paperwork .(her email addre ss 

1 s L _____ -·-·--·-·--·-·-b6 _____ -·-·- -·-·- -·-·- _: 
I also thin k at this moment bringing you to NIH is not easily possible but 

if you give us the consent we can send you a kit and information to send 

us your serum sample . 

Please let me know if you have any questions/concerns 

Thank you 

Farinaz 

Farinaz Safavi MD, PhD 

Division of Neuroim munolog y and Neurov irology 

NINOS, NIH, Bethesda, MD 

Sent from my iPhone 

RE L0000228968 



From: 

Sent: 
To: 

Subject: 

.. ---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 
! b6 i 
;4/14/2021-10.:05:31° PM --------------·-- ! 

Wiebold, Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDI BOH F 23SPDL T)/ cn=Recip ients/ cn=4491ee2ae9804610899c 7 41100150540L_ ____ b6 ________ ) 

Re: Medical Records 

Thanks! 

On Apr 14, 2021, at 5:52 PM, Wiebold, Amanda (NIH/NINDS) [E] 
~·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· .. 
i b6 iwrote: 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

Yes of course. Please see the attached. 

Thanks, 

Amanda 

:-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
From:! b6 : 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·..,. 
Sent: Wednesday, April 14, 2021 5:43 PM 

To: Wiebold, Amanda (NIH/NINOS) [El! b6 ! 
Subject: Re: Medical Records • ' 

Per our phone conversation earlier today, could you please send me a protocol that I can access and 
read that's not in a secure message'? 

On Apr 12, 2021, at 12:39 PM, Wiebold, Amanda (NIH/NINOS) [El 

: _______________________ b6 ·-·-·-·-·-·-·-·-·-·-·-·-___iwrote: 

You have been sent a secure message/file(s) . 

To access the secure message/file(s), click on the following link or copy and paste the 

link into the browser. 

Sender : Wiebold, Amanda (NIH/NINOS) [El 

Link : https://medicalsecureemail.nih .gov/i b6 i 
. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 '-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

i·-·-·-·-·-·-·-·-·-·-·-·-·-b6 ·-·-·-·-·-·-·-·-·-·-·-·-· i 
. -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

Sent To : L·-·-·-·-·-·-· b6 ·-·-·-·-·-·-·-j 
Expires : 4/17 /24, 12:00:00 AM EDT 

NIH SecureEmail Service, brought to you by the NIH Central Email 

Service. 

*Pro ven *Trusted* 

RE L0000228984 



<15-N-0125 .l.Consent.210402.pdf> <NIH-1208 Authorization for the Release of Medical 
Information modified.pdf> 
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From: Wiebold, Amanda (NIH/NINOS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4491EE2AE9804610899C741100150540i b6 ! 
•·-·-·-·-·-·-·-·-·-·-·-·-

Sent: 4/14/2021 9:52:56 PM 
To: 

i ---------- --------·- b6--·--- --------·---·--·-·: 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Subject: RE: Medical Records 
Attachments: 15-N-0125.1.Consent.210402.pdf; NIH-1208 Authorization for the Release of Medical Information modified.pdf 

Yes of course. Please see the attached. 

Thanks, 

Amanda 

From: L.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-b6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-] 
Sent: Wednesday, April 14, 2021 5:43 PM 

To: Wiebold, Amanda (NIH/NINOS) [Eli b6 i 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-J 

Subject: Re: Medical Records 

Per our phone conversation earlier today, could you please send me a protocol that I can access and read that's not in a 
secure message? 

On Apr 12, 2021, at 12:39 PM, Wiebold, Amanda (NIH/NINOS) [El [ b6 jwrote: 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-J 

You have been sent a secure message/file(s). 

To access the secure message/file(s), click on the following link or copy and paste the link into the 

browser. 

Sender : Wiebold, Amanda (NIH/NINOS) [El 

Link : https://medicalsecureemail.nih .govA b6 i ! b6 i L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

i.·-·-·-·-·-·-·-·-·-·-·-• 

Sent To : i._ ________ b6 ________ _J 
Expires: 4/17/24, 12:00:00 AM EDT 

NIH SecureEmail Service, brought to you by the NIH Central Email Service. 

*Proven*Trusted* 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

PRINCIPAL INVESTIGATOR: Avindra Nath, MD 

STUDY TITLE: Natural History Study of Inflammatory and Infections Diseases of the 
Nervous System 

STUDY SITE: NIH Clinical Center 

Cohort: Adult/Guardian Consent 

Consent Version : 03/l 7 /2020 

WHO DO YOU CONTACT ABOUT THIS STUDY? 
• i 

Principal Investigator: Avindra Nath , MD,j b6 i 
Study Coordinator: Amanda Wiebold , RNL_ _________________________________________ -----·-·-·-·-·-·-___________________________ ! 

This consent form describes a research study and is designed to help you decide if you would like 
to be a part of the research study. 

You are being asked to take part in a research study at the National Institutes of Health (NIH). 
Members of the study team will talk with you about the information described in this document. 
Some people have personal, religious, or ethical beliefs that may limit the kinds of medical or 
research treatments they would want to receive (such as blood transfusions). Take the time needed 
to ask any questions and discuss this study with NIH staff, and with your family , friends, and 
personal health care providers . Taking part in research at the NIH is your choice. 

If the individual being enrolled is a minor then the tenn "you" refers to "you and/or your child" 
throughout the remainder of this document. 

If the individual being asked to participate in this research study is not able to give consent to be 
in this study . Therefore , you are being asked to give permission for this person as their decision­
maker. The term "you" refers to you as the decision-maker and/or the individual being asked to 
participate in this research, throughout the remainder of this document. 

IT IS YOUR CHOICE TO TAKE PART IN THE STUDY 

You may choose not to take part in this study for any reason. If you join this study, you may change 
your mind and stop participating in the study at any time and for any reason. In either case, you 
will not lose any benefits to which you are otherwise entitled. However, to be seen at the NIH, you 
must be taking part in a study or are being considered for a study . If you do choose to leave the 
study, please inform your study team to ensure a safe withdrawal from the research . 

PATIENT IDENTIFICATION Consent to Participate in a Clinical Research Study 
NIH-2 977 (4-17) 
File in Section 4 : Protocol Consent (1) 
Version Date : 03/17/2020 IRB NUMBER : 15N0125 
Page 1 of 15 IRB APPROVAL DATE : 04/09/2020 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

WHY IS THIS STUDY BEING DONE? 

The purpose of this study is to learn more about how inflammation and infections hurt the brain 
and nervous system so we can develop better tests and treatments for them. 

BACKGROUND 

Inflammation is the way your body reacts to infection or injury. Signs of inflammation can include 
swelling, pain, redness or heat. Infections or inflammation in the brain can cause major health 
problems. Brain and nerve infections can be hard to find because we do not always have good tests 
for them. Sometimes inflammation in the brain can happen and doctors do not know what caused 
it. We would like to learn more about how diseases affect the brain and nerves so we can figure 
out better ways to test for them and treat them. We hope that with better and earlier testing and 
treatment , we can help people avoid serious health problems and death . 

STUDY POPULATION 

Up to l 000 people will take part in this study . 

VISIT SCHEDULE 

For this study, you may have several visits to the NIH Clinical Center in Bethesda , MD . The 
number of visits and the visit schedule depends on your individual case. In general, there will 

be an initial evaluation period where we may see you as often as every week for the first weeks or 
months. The frequency of visits during this period depends on how much testing you will need at 
the beginning and if you agree to the extra visits. After this initial evaluation period, we may ask 
to see you again , regularly or occasionally, depending on your condition and the research needs of 
this study. 

During one or more of your visits , you may have a brief interview with a Clinical Research 
Advocate (CRA) from the Human Subjects Protection Unit. The interview will see whether you 
understand about being in this research study. It will help decide whether you need to have 
someone else give consent for you to be in the study. The CRA will talk to you and the research 
team about the interview results. 

OVERVIEW 

During your study visits we will ask you about your history and do a physical exam. You will have 
a variety of tests . These tests are explained below . We may ask you to do additional research tests 
if we think that they would help us better understand your disease processes . This could include 
additional MRI testing, a special eye exam called optical coherence tomography (OCT) , or a brain 
wave test called an electroencephalogram (EEG) . You do not have to do these optional research 
tests if you do not want to . You can still be part of the study. There are no experimental drugs or 
devices used in this study . 

PATIENT IDENTIFICATION Consent to Participate in a Clinical Research Study 
NIH-2977 (4-17) 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

BASELINE STUDY PROCEDURES: 

The following procedures will be required for all adults in the study. The research team may decide 
some of these procedures are not required based on your health status . For children, these studies 
will be done only if they are tolerated easily. 

History and Physical Exam: 

We will ask you for your medical, social, and family history. We will ask you about your 
medications. You will also have a thorough physical and neurological exam. This physical exam 
is for research purposes only and does not replace any examination you may receive from you own 
doctors . 

Blood Draw 

Blood will be drawn through a needle in your am1. We will draw no more than 2.3 cups of blood 
over 8 weeks for adults and no more than 2 cups of blood over 8 weeks for children. 

HIV Test 

As part of this study, we may test you for infection with the human immunodeficiency virus (HIV), 
the virus that causes AIDS. If you are infected with HIV you will still be able to participate in this 
study. 

Genetic Testing 

Your blood may be used for genetic research purposes. The genetic material, DNA, will be taken 
from the sample. Different types of genetic testing may be done, depending on your condition: 

1. It may be analyzed to identify the genes that might be causing your condition . This will 
help us understand how changes in the genes may cause symptoms. Genetic testing can 
be helpful in establishing a diagnosis. It may eventually lead to improved treatment or 
prevention. 

2. To try to identify genetic changes that may be associated with your condition we may 
sequence the part of the DNA that provides instructions for making proteins , called the 
"exome." The exome makes up about 1 % of your DNA. 

3. We may analyze the DNA and do "whole genome" sequencing. Whole genome 
sequencing provides information on most of your DNA . Sequencing takes months to 
complete. It may take even longer for us to analyze the results of the sequencing and to 
understand which genes might be involved in your condition. 

After the genetic sequencing and analysis are complete, you may meet again with the study team 
and the genetic counselor to discuss the results . Results about known or likely disease-causing 
gene variations will be given to you as part of genetic counseling. 

The genetic testing for this study will not detect all gene changes that are associated with known 
diseases. However, we will tell you if we find gene changes in your DNA that are known to have 
major and direct medical significance and are associated with illnesses or conditions that could 
benefit from early treatment. We call these "reportable gene changes." We suggest you share this 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

information with your own doctors and that you have a clinical laboratory confinn the "reportable 
gene change" before you take any action on this information. 

We will find individual DNA variations in everyone . We will not inform you of all gene variations , 
as not all of them have health implications . For example , we will not tell you about gene changes 
that only predispose to a particular disease--like a gene change that influences the risk for heart 
disease, but where the development of heart disease depends on other factors (such as diet and 
smoking) . We will also not tell you if you are a carrier of a recessive mutation , which means that 
you have one copy of a recessive mutation and one copy of the nonnal gene , if being a carrier 
causes no known health problems for you. 

The results from this research study will be preliminary. Further research may be necessary before 
they are fully understood. We do not plan to provide you with research results. However , if we 
obtain information that may be important for your health , we will share it with you . By 
participating in this study, you do not waive any rights that you may have regarding access to and 
disclosure of your records . 

MRI 

Magnetic resonance imaging (MRI) uses a strong magnetic field and radio waves to take pictures 
of your brain . The MRI scanner is a metal cylinder surrounded by a strong magnetic field . During 
the MRI , you will lie on a table that can slide in and out of the cylinder . You will be in the scanner 
about 60-90 minutes . You may be asked to lie still for up to eight minutes at a time . While in the 
scanner you will hear loud knocking noises, and you will be fitted with earplugs or earmuffs to 
muffle the sound. You will be able to communicate with the MRI staff at all times during your 
scan, and you may ask to be moved out of the machine at anytime. 

During the MRI scan you will receive gadolinium, a contrast agent , through an intravenous (IV) 
catheter. A needle will be used to guide a thin plastic tube ( catheter) into one of your arm veins. 
The needle will be removed , leaving only the catheter in the vein. The catheter will be taped to the 
skin to hold it in place. 

During part of the MRI you will receive gadolinium , a contrast agent, through an intravenous 
(IV) catheter. It will be done for both research and medical purposes. 

It is not known if MRI with contrast is completely safe for a developing fetus . Therefore , all 
women of childbearing potential will have a pregnancy test performed no more than 24 hours 
before each MRI scan with contrast. The scan will not be done if the pregnancy test is positive. 

Lumbar puncture 

For the lumbar puncture , you will lie on your side, curled up with your knees at your chest, or you 
will sit upright. Your lower back will be washed and a local anesthetic will be injected into your 
back to make it numb, which may sting for a few seconds. A needle will be insert ed through the 
numbed skin and into the space between the bones in your back. 

You may feel a sensation of pressure . About 1.5 tablespoons of cerebrospinal fluid (CSF) will be 
removed . It usually takes 5 to 20 minutes to collect the CSF . After the fluid is collected, the needle 
will be removed and you may get up and move around as soon as your doctor says you may. 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

If we cannot safely do your lumbar puncture without the help of an x-ray, your lumbar puncture 
will be done in the Radiology Department. If you are under 18 years of age the lumbar puncture 
(either at the bedside or in the Radiology Department) will only be done if it is needed for your 
clinical care. 

Banking and Sharing 

Your blood, saliva, urine, tissue sample, spinal fluid or blood cells samples and MRI and other 
clinical data will be stored securely on the NIH campus. Your data and samples may be sent to a 
repository for storage and may be released for research purposes . Your name and identifying 
information will not be on the samples and data. A code will be assigned. The key to the code will 
be kept at NIH in a separate, secure area. 

If you withdraw from this research study before it is complete, you may ask that your remaining 
samples be destroyed . Results obtained before you withdraw will be kept. Your privacy will be 
protected as much as possible. 

Your blood , saliva, urine , tissue sample, spinal fluid or blood cells samples and MRI and other 
clinical data may be used for other research projects , including those not related to your current 
condition. If you do not want your samples and data used for other projects , you should not 
participate in this study. 

OPTIONAL STUDY PROCEDURES 

The following procedures wil1 be done depending on your symptoms and diagnosis: 

Optical coherence tomography (OCT) 

OCT is short for optical coherence tomography. It is a test that measures the thickness of the nerve 
in the eye. This works similarly to an ultrasound , but instead of measuring sound, it measures the 
reflection of infrared light. It takes about 15 to 30 minutes. This test is optional. You don't have to 
have to do this test to take part in this study. 

Evoked Potentials 

You may be asked to have evoked potential testing. Evoked potentials measure the how fast signals 
travel along pathways of sensation, hearing or vision . You will have a few electrodes placed on 
top of the skin your head and you will receive sensory stimulation, listen to clicks or look at pattern. 
No hair is removed for this testing . The electrodes will be removed after the study. Evoked 
potentials typically take l hour. 

Electromyogram (EMG) and Nerve Conduction Study (NCS) 

You may be asked to have an EMO and NCS done to study how the muscles and nerves in your 
arms or legs work. During the EMO a small needle will be inserted into the muscles or an arm 
and/or leg and the activity of the muscle will be measured. NCS is a test during which small electric 
shocks are applied to the nerves in your anns or legs and the ability of your nerves to conduct 
signals is measured. EMO and NCS take 30 minutes to 1 hour. 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

Neuropsychological Testing 

Neuropsychological testing may include tests of your memory, attention, concentration, and 
thinking. This may include an interview, questionnaires, and a pen-and-paper or a computerized 
test. It takes 2-4 hours. 

Electroencephalogram (EEG) 

During an EEG, the electrical activity of your brain ("brain waves") will be recorded by placing 
small metal disc electrodes on your scalp with either glue, paste or an electrode cap. A conductive 
gel will be placed in the space between the electrodes and your scalp to make sure there is good 
contact between them . Your brain waves will be recorded while you are lying quietly , breathing 
deeply, watching bright flashes of light, or sleeping . The EEG usually takes l to 2 hours. The 
electrodes will be taken off once the EEG is completed. 

Skin biopsy (adults only) 

A small area of skin will be washed with iodine and alcohol. We will inject a local anesthetic to 
numb the area. Then we will remove a 1/4-inch piece of skin with a biopsy tool. After the biopsy, 
the site will be covered by a dressing. You will receive instructions on how to care for area. 

Urine Collection 

We will collect urine to look for viruses or other signs of infection. We will also do a urine 

pregnancy test for women and girls who are able to get pregnant. If you are a minor and have a 
positive pregnancy test , we will inform both you and your parents. If you object to having this 
required pregnancy test , you should not participate in this study. 

Saliva Collection 

We would like to see if certain viruses are found in the saliva of people with inflammation in the 
brain and nervous system. You will need to chew on a piece of sterile cotton for one minute. 

RISKS, INCONVENIENCES AND DISCOMFORTS OF MAIN STUDY PROCEDURES: 

History and Physical Exam 

There is minimal risk with doing history and physical exam; there could be minimal discomfort . 

Blood Draw 

You may have some discomfort and bruising at the site of needle entry. There is a very small risk 
of fainting. Infection in the area of the needle insertion is rare. 

Genetic Testing 

Genetic testing can provide information about how illness is passed on within a family. This 
knowledge may affect your emotional wellbeing. You might feel differently about your life if you 
learned that you or your children were at increased risk of a disease, especially if there were no 
treatment. Your children, brothers or sisters may find out that they are at risk for health problems 
because of your genetic information. This might affect your relationships. Other family members 
may also be affected by uncovering risks they did not want to know about. This information can 
cause stress, anxiety, or depression . 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

Some genetic testing shows if people are directly related. Some genetic tests can show that people 
were adopted or that their biological parent is someone other than their legal parent. If these facts 
were not known previously , they could be troubling. Genetic counseling is available at NIH to help 
you understand the implications of your genetic testing. 

Because of the emotional risk , some people do not want to know the results of genetic testing. It 
is our policy to not disclose the results of research genetic testing unless it may have direct medical 
implications for you or your family. 

Results of the research genetic testing in this study are often difficult to interpret because the testing 
is being done for research purposes only and the laboratories are not clinically certified. You may 
be referred to a CLIA certified laboratory, possibly outside of NIH, for additional testing or 
confirmation of the research results. NIH will not cover the cost of the additional testing. You or 
your insurer will be responsible for the cost. 

Your genetic infonnation will be kept confidential to the extent possible. The results of your 
genetic testing will be kept in a locked and secured manner at the NIH. 

HIV Testing 

If you test positive for HIV, this could be distressing news for you and your partner. We will tell 

you what the results mean and how we report newly diagnosed HIV infection . We will also tell 
you how to find care. We will tell you how to avoid infecting others and the importance of 
informing your partners at possible risk because of your HIV infection . 

Urine Collection 

There are no risks associated with urine collection. 

Saliva CoHection 

There are no medical risks and minimal discomfort with saliva testing. 

MRI 

People are at risk for injury from the MRI magnet if they have pacemakers or other implanted 
electrical devices, brain stimulators, some types of dental implants, aneurysm clips (metal clips on 
the wall of a large artery), metallic prostheses (including metal pins and rods, heart valves, and 
cochlear implants), permanent eyeliner, implanted delivery pump, or shrapnel fragments . Welders 
and metal workers are also at risk for injury because of possible small metal fragments in the eye 
of which they may be unaware. You will be screened for these conditions before having any scan , 
and if you have any, you will not receive an MRI scan. If you have a question about any metal 
objects being present in your body , you should inform the staff. In addition, all magnetic objects 
(for example, watches, coins, jewelry , and credit cards) must be removed before entering the MRI 
scan room. 

It is not known if MRI is completely safe for a developing fetus. Therefore, all women of 
childbearing potential will have a pregnancy test performed no more than 24 hours before each 
MRI scan. The scan will not be done if the pregnancy test is positive. 

People with fear of confined spaces may become anxious during an MRI. Those with back 
roblems ma have back ain or discomfort from l in in the scanner. The noise from the scanner 
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MEDICAL RECORD CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY 

is loud enough to damage hearing, especially in people who already have hearing loss. Everyone 
having a research MRI scan will be fitted with hearing protection. If the hearing protection comes 
loose during the scan, you should let us know right away. Please notify the investigators if you 
have hearing or ear problems. You will be asked to complete an MRI screening form for each MRI 
scan you have. There are no known long-term risks of MRI scans . 

The risks of an IV catheter include bleeding, infection, or inflammation of the skin and vein with 
pain and swelling. 

Mild symptoms from gadolinium infusion occur in fewer than I% of those who receive it and 
usually go away quickly. Mild symptoms may include coldness in the arm during the injection, a 
metallic taste, headache , and nausea. In an extremely small number, fewer than one in 300,000 
people, more severe symptoms have been reported including shortness of breath, wheezing, hives , 
and lowering of blood pressure . You should not receive gadolinium if you previously had an 
allergic reaction to it. You will be asked about such allergic reactions before gadolinium is given . 

People with kidney disease are at risk for a serious reaction to gadolinium contrast called 
"nephrogenic systemic fibrosis" which has resulted in a very small number of deaths . A blood test 
of your kidney function may be done within the month before an MRI scan with gadolinium 
contrast. You will not receive gadolinium for a research MRI scan if your kidney function is not 
nonnal or if you received gadolinium within the previous month. 

Most of the gadolinium contrast leaves the body in the urine. However, the FDA recently issued 
a safety alert that indicates small amounts of gadolinium may remain in the body for months to 
years. The effects of the retained gadolinium are not clear. At this time, retained gadolinium has 
not been linked to health risks in people whose kidneys work well. Some types of gadolinium 
contrast drugs are less likely to remain than others. In this study, we will use the gadolinium 
contrast drugs that are less likely to remain, whenever possible. 

Please tel1 your research team if you have had any MRI scans in the past 12 months . We will 
also give you additional information called a "Medication Guide." Upon request, we will give you 
individual information about retained gadolinium we see on your studies 

Lumbar Puncture 

You may feel a brief pain or tingling sensation in your legs during the LP if the needle brushes 
against a nerve. If this happens, please let the doctor or nurse practitioner know right away. They 
will adjust the needle. You may have a mild backache after the LP at the place the needle was 
inserted. About one- third of people have a headache for a few days after a lumbar puncture. 
Usually the headache is not severe and improves without treatment other than a mild pain reliever. 
Headaches that last longer than 7 days happen with one in 50 to 200 lumbar punctures . They 
usually improve gradually over 2 weeks. In rare cases headaches have lasted longer. Prolonged 
headaches may be due to continued leakage of CSF from the area of the LP. You and your clinician 
may decide to perform a "blood patch" if your headache is prolonged. A blood patch requires 
removing blood with a needle from a vein in your arm and then injecting it into the area of your 
back where the lumbar puncture was done to seal off the leak of CSF. If you have your LP with an 
x-ray, you will be exposed to a small amount of radiation . 
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Radiation Risk 

This research study may involve exposure to radiation from up to 2 lumbar punctures under X-ray. 
This radiation exposure is not required for your medical care and is for research purposes only. 
The amount of radiation you will receive in this study is 0.026 rem which is below the guideline 
of 5 rem per year allowed for research subjects by the NIH Radiation Safety Committee. The 
average person in the United States receives a radiation exposure of 0.3 rem per year from natural 
sources, such as the sun, outer space, and the earth's air and soil. If you would like more 
information about radiation , please ask the investigator for a copy of the pamphlet, An Introduction 
to Radiation for NIH Research Subjects . 

While there is no direct evidence that the amount of exposure received from participating in this 
study is harmful, there is indirect evidence it may not be completely safe. There may be a very 
slight increase in the risk of cancer. 

Please tell your doctor if you have had any radiation exposure in the past year, either from other 
research studies or from medical tests or care, so we can make sure that you will not receive too 
much radiation . Radiation exposure includes x-rays taken in radiology departments, cardiac 
catheterization, and fluoroscopy as well as nuclear medicine scans in which radioactive materials 
were injected into your body. 

If you are pregnant or breast feeding, you may not undergo LP under X-ray. It is best to avoid 
radiation exposure to unborn or nursing infants since they are more sensitive to radiation than 
adults. 

Banking and Sharing 

We will remove any information that could identify you from data and samples that are sent to 
repositories or shared. Data and samples will be sent with a code. This linking code will be kept at 
NIH . However, there is a very small chance that the data or samples could be identified as yours . 

Research using data or samples from this study may lead to new tests, drugs, or devices with 
commercial value. You will not receive any payment for any product developed from research 
using your data or samples . 

RISKS, INCONVENIENCES Al"lD DISCOMFORTS OF ADDITIONAL STUDY 
PROCEDURES: 

OCT 

There are no known risks of OCT. 

Evoked Potentials 

The skin needs to be lightly rubbed to place the electrodes , which may cause mild irritation. You 
may also have slight discomfort of pain from the shock stimulation. If it is too uncomfortable, let 
us know and we will try to tum down the stimulus intensity. You may stop the test at any time. 
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EMGandNCS 

You may have pain when the needles are inserted. There is a very small risk of infection or 
bleeding. The nerve stimulation may cause discomfort or pain. If it is too uncomfortable , you can 
ask to have the test stopped. 

N europsychological Testing 

The neuropsychological tests are not harmful but may be frustrating or stressful. We only ask that 
you try your best. No one performs perfectly on these tasks. You may refuse to answer any question 
or to stop a test at any time and for any reason. 

EEG 

There is no risk associated with having an EEG. You may feel uncomfortable while the electrodes 
are attached to your scalp. The conductive gel sometimes causes some mild irritation You may not 
like the smell of the paste or the glue remover, but they are not harmful. If an electrode cap is used 
instead of the glue or paste, the cap may be uncomfortably tight and cause a headache. 

Skin Biopsy 

Pain at the biopsy site is usually minimal; bleeding and infection are rare. The biopsy site usually 
heals with a very small, nearly unnoticeable scar, but may leave a raised scar or visible lump. 

INDUCED PLURIPOTENT STEM CELLS (JPS) 

We may use your skin or blood cells to create adult stem cells, also called iPS (induced pluripotent 
stem) cells. Stem cells can be turned into different cell types. Studying different cell types from 
the iPS cells may help us better understand the conditions we are studying . The iPS cells will not 
be used for cloning. iPS cells cannot currently be used to grow artificial organs or organisms, but 
this may change in the future. 

ADDITIONAL RISKS 

Sedation 

You may request medicine to help relax you during your MRI or lumbar puncture . This 
medicine may have side effects. These side effects include upset stomach, vomiting, 
headache, dizzine ss, and mild allergic reactions. Some people may stay sedated (groggy, 
disoriented) for a longer time than others. Some people may not feel relaxed even after taking 
the medicine. You may feel irritable or restless. More serious risks are rare. These rare risks 
include slowed breathing , drop in blood pressure, change in your heart rate or rhythm, or 
death. We will ask you questions about your medical history to try to pick the best medicine 
to give you if you request it for your MRI or LP. We will watch you closely during your test 
if you are given a sedatingmedicine. 

ANTICIPATED BENEFITS 

If you are an adult, all procedures will be done for research purposes and there are no expected 
direct benefits for you in this study . 
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If you are a child, some procedures will be done only if it will help to diagnose your condition . 
This information may help your doctor treat your illness better. 

For both adults and children, this study will likely increase our general knowledge of how 
infections and immune conditions affect the brain , and will probably help us to diagnose brain 
infections and immune disorders earlier and manage patients better. The study results may help 
to develop new treatments in the future. 

RIGHT OF WITHDRAW AL AND CONDITIONS FOR EARLY WITHDRAW AL 

You may withdraw from the study at any time and for any reason without loss of benefits or 
privileges to which you are otherwise entitled. The investigator can remove you from the study at 
any time if she or he believes that continuation is not in your best medical interest or if you are 
unable to comply with the requirements of the study. 

ALTERNATIVES TO PARTICIPATION OR TREATMENT 

The alternative is not to participate. 

COMPENSATION, REIMBURSEMENT, AND PAYMENT 

Will you receive compensation for participation in the study? 

Some NIH Clinical Center studies offer compensation for participation in research. The amount of 
compensation , if any, is guided by NIH policies and guidelines . 

You will not receive compensation for participation in this study. 

Will you receive reimbursement or direct payment by NIH as part of your participation? 

Some NIH Clinical Center studies offer reimbursement or payment for travel, lodging or meals 
while participating in the research. The amount, if any, is guided by NIH policies and guidelines. 

Reimbursement of travel will be offered consistent with NIH guidelines. 

WiU taking part in this research study cost you anything? 

NIH does not bill health insurance companies or participants for any research or related clinical 
care that you receive at the NIH Clinical Center. 

CONFIDENTIALITY PROTECTIONS PROVIDED IN THIS STUDY 

Will your medical information be kept private? 

We will do our best to make sure that the personal information in your medical record will be kept 
private. However, we cannot guarantee total privacy. Organizations that may look at and/or copy 
your medical records for research, quality assurance, and data analysis include: 

• The NIH and other government agencies, like the Food and Drug Administration (FDA), 
which are involved in keeping research safe for people . 

• National Institutes of Health Intramural Institutional Review Board 
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When results of an NIH research study are reported in medical journals or at scientific meetings, 
the people who take part are not named and identified. In most cases, the NIH will not release any 
information about your research involvement without your written pennission. However, if you 
sign a release of infonnation form, for example, for an insurance company, the NIH will give the 
insurance company information from your medical record. This infonnation might affect ( either 
favorably or unfavorably) the willingness of the insurance company to sell you insurance. 

If we share your specimens or data with other researchers, in most circumstances we will remove 
your identifiers before sharing your specimens or data. You should be aware that there is a slight 
possibility that someone could figure out the information is about you. 

Further , the information collected for this study is protected by NIH under a Certificate of 
Confidentiality and the Privacy Act. 

Certificate of Confidentiality 

To help us protect your privacy , the NIH Intramural Program has received a Certificate of 
Confidentiality (Certificate). With this certificate, researchers may not release or use data or 
information about you except in certain circumstances . 

NIH researchers must not share information that may identify you in any federal, state , or local 
civil, criminal, administrative, legislative, or other proceedings , for example, if requested by a 
court. 

The Certificate does not protect your information when it: 

1. is disclosed to people connected with the research, for example, infonnation may be used 
for auditing or program evaluation internally by the NIH; or 

2. is required to be disclosed by Federal, State, or local laws, for example, when information 
must be disclosed to meet the legal requirements of the federal Food and Drug 
Administration (FDA); 

3. is for other research ; 
4. is disclosed with your consent. 

The Certificate does not prevent you from voluntarily releasing information about yourself or your 
involvement in this research . 

The Certificate will not be used to prevent disclosure to state or local authorities of harm to self or 
others including , for example, child abuse and neglect , and by signing below you consent to those 
disclosures. Other permissions for release may be made by signing NIH forms, such as the Notice 
and Acknowledgement of Infonnation Practices consent. 

Privacy Act 

The Federal Privacy Act generally protects the confidentiality of your NIH medical records we 
collect under the authority of the Public Health Service Act. In some cases, the Privacy Act 
protections differ from the Certificate of Confidentiality. For example, sometimes the Privacy Act 
allows release of inf01mation from your medical record without your permission , for example , if 
it is requested by Congress. Information may also be released for certain research purposes with 
due consideration and protection, to those engaged by the agency for research purposes, to certain 
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federal and state agencies, for HIV partner notification, for infectious disease or abuse or neglect 
reporting, to tumor registries, for quality assessment and medical audits, or when the NIH is 
involved in a lawsuit. However, NIH will only release information from your medical record if it 
is permitted by both the Certificate of Confidentiality and the Privacy Act. 

POLICY REGARDING RESEARCH-RELATED INJURIES 

The NIH Clinical Center will provide short-tenn medical care for any injury resulting from your 
participation in research here. In general , no long-term medical care or financial compensation for 
research-related injuries will be provided by the NIH, the NIH Clinical Center , or the Federal 
Government. However, you have the right to pursue legal remedy if you believe that your injury 
justifies such action . 

PROBLEMS OR QUESTIONS 

If you have any problems or questions about this study, or about your rights as a research 
partisij?~P.ct1 _(_?.~_~Q_q_1!.!_l!~Y!.~-S..~~~~h:-_r_~l_a..~~~-iajury, contact the Principal Investigator, Avindra Nath , 
MD, [_ _____ -·-·-·--·-·--·--·-·--·-·-·-b6 -·--·-·--·-·-·--·-·--·--·-·--·-·-: You may also call the NIH Clinical Center Patient 
Representative at 301-496-2626 , or the NIH Office of IRB Operations at 301-402-3713 , if you 
have a research-related complaint or concern. 

CONSENT DOCUMENT 

Please keep a copy of this document in case you want to read it again . 
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Adult Research Participant: I have read the explanation about this study and have been given the opportunity 
to discuss it and to ask questions. I consent to participate in this study. 

Signature of Research Participant Print Name of Research Participant Date 

Legally Authorized Representative (LAR) for an Adult Unable to Consent: I have read the explanation 
about this study and have been given the opportunity to discuss it and to ask questions. I am legally authorized 
to make research decisions on behalf of the adult participant unable to consent and have the authority to provide 
consent to this study. As applicable, the information in the above consent was described to the adult participant 
unable to consent who agrees to participate in the study. 

Signature ofLAR Print Name of LAR Date 

Parent/Guardian of a Minor Participant: I have read the explanation about this study and have been given 
the opportunity to discuss it and to ask questions. I give permission for my child to take part in this study. 

Signature of Parent /Guardian Print Name of Parent/Guardian Date 

Signature of Parent/Guardian (as applicable) Print Name of Parent/Guardian Date 

Assent: (Use this section only when this process is approved by an !RB for older minors . Do not use if an !RB 
requires a separate assent form for this population.) 

I have had this study explained to me in a way that I understand, I have been given the opportunity to discuss 
it, and I have had the chance to ask questions. I agree to take part in this study. 

Assent of Minor: (as applicable) 

Signature of Minor 

Investigator: 

Print Name of Minor Date 

Signature oflnvestigator Print Name oflnvestigator Date 
Witness to the oral short-form consent process only: This section is only required if you are doing the oral 
short-consent process and this English consent form has been approved by the IRB for use as the basis of 
translation. 
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Witness: 

Signature of Witness* Print Name of Witness Date 

*NIH ADMINISTRATIVE SECTION TO BE COMPLETED REGARDING THE USE OF AN 
INTERPRETER: 

An interpreter, or other individual, who speaks English and the participant's preferred language facilitated 
the administration of informed consent and served as a witness. The investigator obtaining consent may not 
also serve as the witness. 

__ An interpreter, or other individual, who speaks English and the participant's preferred language facilitated 
the administration of informed consent but did not serve as a witness. The name or ID code of the person 
providing interpretive support is: 
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REQUEST FOR MEDICAL INFORMATION FROM SOURCE OUTSIDE THE NATIONAL INSTITUTES OF HEALTH 

INSTRUCTIONS : Complete this form in its entirety and forward directly to the requesting facility. 

CC PATIENT IDENTIFICATION 

(Patient Name) (Patient Number) 

SOURCE OF INFORMATION REQUESTED 

(Name of Health Care Organ ization or Physician) • (Phone Number) 

(Street Address) (City) 

INFORMATION REQUESTED 

The purpose or need for disclosure: Review of clinical care and consideration for research study 

NIH Requestor/Point of Contact: Amanda Wiebold! ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·b6 _________________________________ i 

Identify the specific items and related dates pertaining to the information to be released. 

1. Medical Reports: 

Laboratory results , clinic notes, and brain MRI or head CT reports from 

Send to: National Institutes of Health Clinical Center 
OR 

(State) 

date(s). 

National Institute of Neurological Disorders and Stroke 
Building 10, Room 7C103 
10 CENTER DRIVE MSC 1430 
BETHESDA, MD 20892-1430 

Fax to: (301) 480-5594 
Attn: Amanda Wiebold or 

Dr. Bryan Smith 
ATTENTION: Amanda Wiebold/ Dr. Bryan Smith 

2. MRI scans on CD from date(s). 

Send to: National Institutes of Health Clinical Center 
National Institute of Neurological Disorders and Stroke 
Building 10, Room 7C103 
10 CENTER DRIVE MSC 1430 
BETHESDA, MD 20892-1430 
ATTENTION: Amanda Wiebold/ Dr. Bryan Smith 

3. Tissue/Pathology Slides from 

Send to: 

AUTHORIZATION 

National Institutes of Health Clinical Center 
Laboratory of Pathology 
Building 10, Room 2B50 
10 CENTER DRIVE MSC 1500 BETHESDA , 
MD 20892- 1500 

date(s). 

I hereby authorize the release of the above-requested medical information. 

(Signature of Patient/Legal Guardian) (Printed Name of Patient) 

(Street Address) (City) {Sta te ) 

(Date of Birth) 

(Fax Number) 

(Zip Cade) 

(Date Signed) 

(Zip Code) 

Patient Identification Request for Medical Information From Source Outside The 
National Institutes of Health 
NIH-1208 (8-17) 
P.A. 09-25-0099 
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From: 

Sent: 
To: 

Subject: 

Location: 

Start: 

End: 

Nath, Avindra (NIH/NINDS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDI BOHF23SPDLT)/CN=RECI PIENTS/CN=B81CA051950B4D458D7 4037 A6A86EAD6l.__. b6 -·-_.: 

7/20/2021 2:22:03 PM 

f ·-·-·-·-·-·-·-·-·-·-·-·-·-· b6 ·-·-·-·-·-·-·-·-·-·-·-·-· j 

Meet w/i b6 ito discuss post Pfizer Covid vaccine issues '-·-·-·-·-·-·-·-·-·-·· 
Zoom 

7/23/2021 9:00:00 PM 
7/23/2021 9:30:00 PM 

Show Time As: Busy 

Recurrence : 

Required 

Attendees: 

(none) 

Topic: Meet w/:_ __ ._ b6 __ . _ _]to discuss post Pfizer Covid vaccine issues 

Time: Jul 23, 2021 05:00 PM Eastern Time (US and Canada) 

·-Joi n. Zoom Gov . Mee ti n _g·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
i b6 i i._,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ , _____ , _____ , ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ___ ,_, ! 

Meeting ID: l_ __ ·-·--·-·~!>-._-·_· __ ._i 
Passcode:f b6 i 

L--·-·-·-·-·-·-·-·_. 

One tap mobile 

+16692545252! b6 jus (San Jose) 

+ 16468 2 8 7 666L__·-·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·-iU S (New York) 

Dial by your location 

+1669 254 5252 US (San Jose) 

+1 646 828 7666 US (New York) 

+1 5512851373 us 
+1669 2161590 US (San Jose) 

Meeting ID: : .•.•.•.•.••. b6 ---- ·- : 
Passcode:i b6 i 

l- ·-·-·- ·-·-·- ·-·-·• 
Find your local number: https://nih.zoomgov.com/u/adHNpa8y7v 

REL0000229014 



Sent : 7/30/20216:21:19 PM 

To: Nath , Avindra (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Admin istrative Group 

(FYDI BOHF23SPDL T)/cn=Recipients/cn=b81ca051950b4d458d74037a6a86ead61 b6 iSafavi, Farinaz (NIH/NI NDS) 
L--·- ·-·-·-·-· . 

[El [/o=Exchangelabs/ou=Exchange Administrat ive Group 

CC: 
Subject: 

(FYDI BOH F 23SPDL T)/ cn=Reci pients/ cn=94807 ce 146e045d4b61655da26a0c246i b6 i 
·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·1 L -- •- · • · • •• · • · • •• ·~ 

I b6 ! 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' ,-·-·-·-·-·-·-·-·-·-· . 
Update on 0125 Patientl_ ___ b6 ____ i 

Dr. Nath and Dr. Safavi, 

f b6 icopied here, reached out to me to provide some updates on her care since she enrolled on the 
L .•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.• J 

sa mp I es_ only a rm . of 1_ 5 NO 12 5 . and _was _h opj n.9. for_ information/recommendations. ______________________________________________________ _ 

b6 
l--·-·-·•·-·•·•·•·•·•·•·-·•·•·•·•·-·•·•·•·•·•·•·-·•·•·•·•·-·•·•·•·•·-·•·-·•·•·•·•·-·•·•·•·•·-·•·•·•·•·•·•·-·•·•·•·•·-·•·•·•·•·•·•·-·•·-·-·•·-·•·•·•·•·•·•·-·•·-·-·-·-·•·•·•·•·•·•·•·•·-·-·-·-·•·•·•·•·•·•·-·•·-·-·-·-·•·•·•·•·•·•·-·•·-·-·-·-·•·•·•· 

Her concerns/questions : ______________________________________________________ -·-·-·-·-·-·-·-·-_____ -·-·-·-·-·-·-_______ -·-·-·-·-·-·-_______ -·-·-·-·-·-·-_______ -·-·-·-·-·-·-_______ -·-·-·-·-·-! 

b6 
' ; 

L .•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.• , • . _,_, _ __ ,_, _ __ ,_, _ __ ,_, _ __ ,_, _ __ ,_, _ __ ,_, _ __ ,_, _ __ ,_, _ __ ,_, _ __ ,_, _ __ ,_, _ __ ,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·_! 

I toldi b6 ithat I would share her updates with you and ask that if you have any recommendations 
you c'ouTcf"reach·-ou_t.to her for fol low up. Her number is i--·---·--b6-·---·--1 

AwwuuicvWCebo-ld✓, 13SN, RN, CNRN 
Research Nurse Specialist 
NINOS Section of Infections of the Nervous System 
10 Center Drive, Building 10/7C107, MSC 1430 
Bethesda, Maryland 20892 
Office: l_ ____________ b6 ________ ___: 

Cell:i b6 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-.I 

Fax: 301-480 -5594 

Em a i I: l_ ___________________ b6 ____________________ i 

'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 
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From: 

Sent : 
To : 

Subject : 

Location: 

Start : 

End: 

Nath , Avindra (NIH/NIND S) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDI BOH F 23SPDL T)/CN =RECI Pl ENTS/CN =B8 1CA051950B4D458D7 4037 A6A86EAD6[ _____ b6 __ __j 
7/23/2021 _9 :_16:32 _PM ________________________________________________________ -·-·- -·-·- _____ -·-·-. 
. b6 . 
i-·- ·-·-·- ·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.i 

Meet ing w/j b6 ito discuss COVID Vaccine Allergic Reaction 
'-·-·-·-·-·-·-·-·-·-

Zoom 

7/30/202 1 3:00 :00 PM 

7/30/202 1 3:30 :00 PM 

Show Time As: Busy 

Recurrence : (none) 

Topic: Meeting w/i_ ____ b6 __ __ito discuss COVID Vaccine Allerg ic Reaction 

Time: Jul 30, 202111:00 AM Eastern Time (US and Canada) 

Join ZoomGov Meeting i ·-·-·-·-·-·-·-·-·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-bs ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ·-·: 

'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Meeting ID: [ ________ b6 ·-·-·-·-·-· i 
Passcode:i_ ____ b6 ___ ___l 

One tap mobile 

+16692545252j b6 jus (San Jose) 

+ 16468 2 8 7 666L_ -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-jU S (New York) 

Dial by your location 

+1669 254 5252 US (San Jose) 

+1646 828 7666 US (New York) 

+15512851373 us 
+1669 2161590 US (San Jose) 

Meeting ID: L_ ____ b6 ____________ ] 

Passcode: i b6 i 
l- ·-•-·-·-•-·-·-•-I 

Find your local number: https:/ /nih .zoomgov.com/u/ae3D0njKJ 

RE L0000229033 



From: Jones, Antoinette (NIH/CC/OD) [El [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=668563213D304055953D974BCD8A269DL ______ b6 _______ l 

Sent: 8/30/2021 2:35:48 PM 
To: Jones, Antoinette (NIH/CC/OD) [El [/o=E xchangelabs/ou=Exchange Administrative Group 

__ (f )'_Q_l_~Q.!:!E~.?.?.P._QhDl~-n..~Reci pie nts/ en =668 563213d 3040559 53d 9 7 4bcd 8a 2 69dL _________________ --~~--- _____________ _: 
[_ ___________________ b6 __________________ __.! Nath , Avindra (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

Subject: 
Location: 

Start: 
End: 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=b81ca051950b4d458d74037a6a86ead6: ____ b6 __ __! 

15-N-0125 

Microsoft Teams Meet ing 

8/30/2021 7:00:00 PM 

8/30/2021 7:30:00 PM 

Show Time As: Busy 

Required L_ __________________ ~~---·-·-·-·-·-·-·-_j Nath , Avindra (N IH/N INDS) [El 
Attendees : 

Microsoft Teams meeting 

Join on your computer or mobile app 
Click here to ioin t he meetinq 

Or call in (audio only) 

L_ _________________________ b6 _______ -·-·-·-·-·-______ ___:United States , Bethesda 

Phone Conference ID:j _______________ b6 ______________ ! 
Find_a_:orn_l_number I Reset.PIN 

learn Mme I Meet ino ootions ............................. ... ..... .. ........... ... ....... .,.., ..... . ,e-....... . ..... .. .. . 

RE L0000229045 



From: Wiebold, Amanda (NIH/NINOS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4491EE2AE9804610899C741100150540! b6 i 
i.·-·-·-·-·-·-·-·-·-·-·-·-• 

Sent : 10/7/2022 8:13 :02 PM 

To: 
Subject: 

t-•-•-•-•-•-•-•-•-•-•-•-•~~ I I _ _ j 
RE: Thank you fL ___ b6 ___ j 

Great! Thank you for letting me know! 
Have a great weekend and hope you have a speedy recovery . 
Amanda 

From:! b6 : 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Sent: Friday, October 7, 2022 4:12 PM 
To: Wiebold, Amanda (NIH/NINOS) [E]i b6 : 
Subject: [EXTERNAL] Re: Thank you/[ __ , __ b6 ____ __i 

Dear Amanda 
Thank you very much for your effort. 
For your info . both Dr. Safavi and Dr. Nath responded to my question .I b6 ] 

l • . • . •.• .•. •.• .•. •.• .•. •.• . • . •.• .•. •.• . • . •.• .•. •.• . • . •.• . • . •.• . • . •.• .•.• .• . • . •.• . • . •.• . • . •.• . ~ 

Once again thank you and will the best. 
Regards 

i b6 ! 
l •.• . • . •.• . • . •.• . • . •. • 

From: Wiebold, Amanda (NIH/NINOS) [Elt ______________________ b6 ·-·---·---·---·--__! 
Sent: Thursday, October 6, 2022 6:39 PM 
Toi b6 ! 

l •.•••.•.•••.•.•••.•.•••.•.•••.•.•••.•.•••.•.•••.•.•••.•.•••.• ,;_ •.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.•.• ) ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- · 

Cc: Safavi, Farinaz (NIH/NIAID) [E]i b6 ! Nath, Avindra (NIH/NINOS) [E]i b6 i 
Subject : RE: Urgent Question/[·-· _ b6 ____ __: --·---·---·---·---·---·- ~--·---·---·---·---·---·---·---·--' 

He 11 ol_ __________ b6 __________ j 

I am so sorry . I can imag ine th is is extremely concerning for you! I am copying Dr. Nath and Dr. Safavi so they 
can both see you question and respond to you. 

Thank you , 
Amanda 

From: i_ ____________________ b6 _________________ ] 

Sent: Thursday, October 6, 2022 2:58 PM 

To: W i ebo Id, Amanda ( N I H /NI ND S) [ E] L;-·-·-·-·-·-·-·-·-·-·,·-·-·~~---·-·-·-·-·-·-·-·-·-·-·-·-] 
Subject: [EXTERNAL] Urgent Question /l_ ______ b6 ____ ___! 

Good afternoon , Amanda , 

I have a question from Dr. Safavi, 
. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
' ; 
; 

I b6 
; 

! ; 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

REL0000229078 



. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 
' ' i i ; b6 ; i i 
i i 
i i 
i i 
i i 
i i 

! ! 
i i 

'pl ease send my regards to her. ; 
Thank 

REL0000229078 



From: t·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· b 6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-l 
Sent: 4/13/202112:18:46 PM 
To: Nath, Avindra (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDI BOHF23SPDL T)/cn=Recipients/cn=b81ca051950b4d458d74037a6a86ead6[ b6 ! '-·-·-·-·-·-·-·-· 
Subject: Re: Re: 

Thank you! 
[ b6 ] 
l-·-·-·-·-·-·-·-·-·-·-·-·-.I 

From: Nath, Avindra (NIH/NINDS) [EH_ ______________ b6 ______________ __i 

Sent: Tuesday, April 13, 2021 8:14 AM 

To =i._ __________________________ b6 ___________________________ i 
Subject: Re: 

Agree. Good to pre-treat and to observe her. Some can develop a mast cell reaction but is transient. 

Avi 

From :l_ ____________________________________ b6 ______________________________________ j 

Date: Tuesday, April 13, 2021 at 7:55 AM 
To: Nath, Avindra (NIH/NI N DS) [E] [ ________________ b6 ______________ __! 
Subject: Re: 

Sorry, 
I forgot to tell you she had an event of L _____________________________________ b6 ____________________________________________ !1 am going to pretreat her 

with[__ _______ b6 ·-·-·-·-· i 
i ----·--·-·b6 -·----·-·-·: 
l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

From:! b6 i 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

Sent: Tuesday, April 13, 2021 7:49 AM 

To: Nath, Avindra (NIH/NINDS) [El t_ __________ b6 ___________ i 
Subject: 

Dear Avi, 
Hope you are well. 

I have a question about the vaccine. Your recommendations are important.! b6 ]has the pfizer 
l-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

vaccine today. Do you think is safe? Do I need to observe her? Sorry but after my reaction I am overprotective. 

Best, 

b6 

RE L0000229084 



From: 

Sent : l s; 14;202 f 12 :os: 11 P~
6 
-----------------------------------i 

To: Nath, Avindra (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Admin istrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b81ca051950b4d458d74037a6a86ead6L ____ b6 _____ j 

Subject: Re: Moderna Vaccine Reaction (Ongoing sine~-b6 _] 

Okay, thank you . 
I have seen another Neurologist at[_ ___ b6 ___ iand they weren't able to find anything. 
Should I mention that I have spoken with you and you recommended her? 
Thank you so much for your quick response . I greatly appreciate it. 

i b6 ! 
L--·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·. 

On May 14, 2021, at 7:48 AM, Nath, Avindra (NIH/NINDS) [El l_ _____________ b6 ____________ ___!wrote: 

Sorry to hear of your illness. You might want to reach out to r-·-·--·bi ______ )n Neurology at{" ___ b6 ____ !to see 

if she m ight be willing to invest igate you for POTS and considerL_ ________________ b6 --·-·--·-·--·-·! She had treated 
anothe r patient with simila r symptoms from the vaccine. 
Avi 

From:[_ ___________________________________________ b6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
Date : Friday, May 14, 2021 at 2 :14 AM 

To: Nath, Avindra (NIH/NINOS) [E] i b6 : 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Subject: Moderna Vacc ine Reaction (Ongoing since
1 

__ b_6_j 

Hello, 

My name is:_ __________ b6 ________ ___i I belong to the CO-19 VASE Family on Facebook. It is from this group page 

that I got your email contact informat ion. I hope that you don 't mind me reach ing out to you. 

I am a[~~~~ ~~~~~~~~-6-~~~~~~~~~ ~~~~~Jat[~~~=~(~~]l'm l_ ____ b6 ______ ___!highly active, and healthy (no unde rlying 
conditions except[ _________________ b6 ___________ _j Here is the timeline of what happened after I was 

inoculated with the Moderna Covid-19 Vaccine : 

i b6 ~st Moderna Covid Vaccine : presented with Raynaud's Syndrome 4.5 hrs afterwards for 15-30 
'·-·-·-·-·-·-· 
minute episodes (never had this occur before the vaccine). Followed up with my primary care provider , 
and now am being seen by a rheumatologist. Provided counsel that being administered 2nd dose of 
Moderna COVID-19 Vaccine benefits outwe ighed the risks. 

i b6 i2nd Moderna Covid Vaccine: Started getting itchy bumps on bila teral front of neck about a week 
'i-ate-r'. Then had wha!_s_~~rr.:ied like a pimple appear above my right eyebrow 9..!l_c·-·-·-·bs-·-·-·-·-·1 my right 

eye wa~ __ s~9_l!E:.~:._~yl._~6 J was diagnosed with [ :~-~-~~--~~-~--~~-~6-f~--~-~--~~--~--~~--~-J O~--~-~Ji";~;- ·; ·~~Tt~ the ER to 
rule out1 b6 Kl did not have this), but was not given diagnosis . Had bilateral lower leg muscle 
weakne~s~·-a-n"cfup-per-~eck/shoulder muscle weakness pain/fatigue. Bv["-bs-l muscle/joint pain, muscle 

weakness , paresthesia in various areas of my body at various intervals,' nau.sea, dizziness, constant 
,- •-•-•- •-•-•- •-•-• i I 

.b~9_Q_£1fh~, __ RJ\c!rr~_gyJ~Lon, muscle twitching . I was seen byL_·---~-~ ___ ___]Neurology and order MRI 4 b6 i 
L_ ______________ b6 __________________ _J On J°b-6"1, seen byr-·-·-·bs ·-·-·-permatology to_ have herpes like rash swabb-~~Tf~~----·' 

r-~·::;~~~-~~-s-t~ ~~--:~~bs:~~~~~~~~~~~~~~~~~-i~~l-~- though. m~~oes were ~~j-~~~li~-~~~r:-~·i-:ee~~~~~y h~i: 

difficulty regulating my body temperature in my extremities to perform the testing. [ ·-·-· b6 ____ ___:Neurology 
was unable to provide me with any explanation as to why my body is reacting to the vaccine with these 

RE L0000229094 



. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 
"complicated" symptoms . The best explanation I was given is that! b6 ! 
: b6 i 
j·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-· I 

L-·-·-·-·-·-·-·-·--·-·-~-~---·--·-·--·-·--·-·-j and I may never find out the diagnosis or why my body is responding this 
way, but doctors are "positive" that my body will go back to normal within 6 months . Seen by 
rheumatology, unable to find diagnosis. Seen yesterday inL_ __ b6 ____ :ER for 4 episodes of sudden 

Shortness of Breath, near Syncope, chest pain, left sided arm weakness, left arm numbness/pain, heart 

pa Ip i tati on s. EKG showed l.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~-~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-_] Un ab le to find emergent findings and 
disposition was discharge home with referral to another specialist (cardiology). Previous EKG's prior to 
vaccine were[ b6 : 

l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

I have been thoroughly evaluated by some of the top Neurologists at: _____ b6 ___ __: and referred to numerous 

specialists throughout: ______________ b6 ______________ ! plus Rheumatology for extensive bloodwork. These different 

specialities are unable to find a clear diagnosis to explain any of these symptoms that are happening in 

my body. 

I went from being a highly active, healthy! b6 ]woman to a woman who is easily fatigued, has 
'-·-·-·-·-·-·-·-·-·-·-·-· 

herpes like rashes on her face and different painful, rashes appearing on her body, dry mouth, red eyes, 

muscle weakness, muscle twitching, numbness in various body parts in different times of the day, 

vertigo, blurred vision, joint pain, brain fog. Doctors are unable to give me a diagnosis. 

I have copies of all my medical records. I did inform my PCP that I was reaching out to you about my 

interest in the study you are conducting on others who have found me that seem to be experiencing 

similar symptoms. 

Thank you, 

i ! 

b6 
' ; 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

RE L0000229094 



From: i b6 : 
t--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

Sent: 10/2/2021 2:47:48 PM 
To: Nath, Avindra (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=b81ca051950b4d458d74037a6a86ead6L,_, b6 _____ iWiebold , Amanda 

(NIH/NINOS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDI BOHF23SPDL T)/cn=Recipients/cn=449 lee2ae9804610899c7 41100150540L_ _____ b6 ______ i 

CC: Smith, Bryan (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDI BOHF23SPDL T)/cn=Recipients/cn=de 7bf3d6ad0046288fd8c35f33de3e57[ ______ b6 ______ i Safavi, Farinaz 

(NIH/NINOS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

( FYD I BO HF 23SP DL T) / en =Recipients/ en =94807 ce 146 e045d4 b61655da 26a0c246L_ ___ -·-_ -·-_ -·-·-__ _!)_6., ____ -·-·- -·-·- -·-·- _ __.] 

(NIH/NIAID) [El [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDI BOHF23SPDL T)/cn=Recipients/cn= 768f87322a624968841b8b6310e51174/ b6 i 

-•-•-•-•-•-•-•-•-•-•-•-•-•- •- •-•- •- •-•- •-•-•- •- •-•- •- •-•- •-• -•- •-•-•- •-• -•- •-• - L--•-•-•-•-•-•-•-•-•-•-•-•-•I 

Subject: 
Attachments: 

Referral fromi b6 i r·-·-·-·-·-·-·-·-·-·-·-·-·J----------------------------b 6 -----•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Hello Dr. Nath and Team, 

My sincerest thank you for your willingness to help. Please see below for a more specific description of my case 
and applicable medical records. Amanda - let me know if you would like to discuss or any other next steps. I am 
incredibly grateful for your consideration of my case. 

Narrative of events: 
I received the first dose of the Pfizer vaccine onf·--·--b6-·--·-7and the second oni·-- -·-bs-- ·---] ,lb_e..12:anJo_s:::xperience 
extreme weakness, a low grade fever and a sore throat-sho-;·tly after and went to-tiie-Elfo~! b6 l Since 
then , a lot of other issues have emerged that are on the list below. I have seen my primary'ciire-pffysi~ian, an 
infectious diseases specialist , an allergy specialist, and gynecologists. However, the cause of my symptoms has 
not been identified while the symptoms persist. I did not have any medical concerns before . 

Bloodwork (attached): 

. i 

b6 
i 
! 

' ' i_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_; 

Tests completed that came back negative: 

·-·-·-· - ·-·-·-·-· -· -· -·-·- ·-·-·-·-·-·-·-· -·- ·-·-·- ·-·-· - ·-·-·-·-·-·- ·-·-·- ·-·-·- ·-·-·-·-·-·- ·-·-·- ·-·-·- ·-·-·-·-·-·- ·-·-·- ·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-•j 
! 

b6 
' -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

REL0000229144 



Lastly, I had a CT scan done - no acute abnormality within the chest, abdomen, or pelvis to explain symptoms. 
When I saw the allergist, she said some of my symptoms (stuffiness, sore throat, tonsil pain) could be due to 
allergies. The test showed I experienced an allergic reaction to every category of allergens. However, I have 
never had allergies despite living in l_b6 ifor a very long time. 

List of Symptoms: 
Extreme weakness, fatigue and malaise since vaccine 
Low grade fever of 37.3 
Sore throat and tonsils, chest pain, feeling of inflammation in lungs, stuffiness 
Heart palpitations 
Prolonged menstrual periods (14 days), change in cycle, bleeding and spotting outside of period 
Rash of small red dots on arms, legs and torso, skin sensitivity and feeling of heat 
Severe night sweats 
Dizziness and tinnitus 
Joint, muscle and back pain 
Weight loss and muscle degeneration 
Loss of appetite 
Twitching all over body 
Veins protruding 
Brain fog 
New allergies 
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From: i b6 i 
l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

Sent: 10/7/2022 2:54:59 AM 
To: Nath , Avindra (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Admin istrative Group 

(FYDI BOHF23SPDL T)/cn=Recipients / cn=b81ca051950b4d458d74037a6a86ead6l._ ___ b6 ___ i Wiebold , Amanda 

(NIH/NINOS) [El [/o=Exchangelabs / ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/ cn=4491ee2ae9804610899c741100150540/ b6 ] ·-·-·-·-·-·-·-·-·-·-·· 

CC: Safavi, Farinaz (NIH/ NIAID) [El [/o=Exchangelabs/ou=Exchange Admin istrative Group 
(FYDIBOHF23SPDLT)/cn=Recipient s/cn=94807ce146e045d4b61655da26a0c246L_, ___ b6 ·-·-·: 

Subject: [EXTERNAL] Re: Urgent Question /L, ______ b6 ____ ___] 

Thank you. I appreciate that. 

From: Nath, Avindra (NIH/NINDS) [EJ[ _____________ ~~---------- ·--j 
Sent: Thursday, October 6, 2022 9:22:29 PM 
To: Wiebold, Amanda (NIH/NINDS) [E] i b6 : 

Cc: Safavi, Fa ri naz (NI H/N IAI D) [ E] L__·-·-·~·-·-·-·-·-·-·-·~~---·-·-·-·-·-·-·-·-·-·__j 
Subject: Re: Urgent Question /l, ________ b6 ______ ___: 

Dead b6 ] 

l._ _________ L · -·- · - · -·- · - · -·- ·-· -·- ·-· -·- · • · -·- · - · -·- ·-· -·- · - · -·- · - · -·- · - · -·- · - · -·- · - · -·- · - · -·- · - · -·- · - · -·- · - · -· b6·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ] But yo u r 
physician would be the best person to guide you . 

Best. 
Avi 
Avindra Nath MD 

From: Wiebold, Amanda (NIH/NINOS) [E] i b6 i 
L--·- ·-·-·-·-·-·-·-·-·- ·-·-·- ·-·-·-·-·-·-·-·-·- ·-·-·- ·-·-·-·-·-·-·~ 

Date: Thursday, October 6, 2022 at 7:39 PM 
To:! b6 i 
Cc: 's~f~~i; F~rin~z· (N.IHiNIAID) tdi b6 :Nath, Avindra (NIH/NINOS) [E] 
i b6 i L • 

'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
Subject: RE: Urgent Question /i b6 : 

··-·-·-·-·-·-·-·-·-·-·--

Hello[_ _________ b6_·--·-·-·-· i 

I am so sorry. I can imag ine th is is extremely concerning for you! I am copying Dr. Nath and Dr. Safavi so they 
can both see you question and respond to you. 

Thank you, 
Amanda 

From: [ __ -·-·--·-·--·-·--·-·-_ b6 ·-·--·-·--·-·-_ -·-_ -· i 
Sent: Thursday, October 6, 2022 2:58 PM 

To: Wiebold, Amanda ( N I H /NI ND S) [ E] [ __ -·-·--·-·--·-·--·-·-· b6 -·-·-·-·-·-·-·-·-·-·-·-·___j 
Subject: [EXTERNAL] Urgent Question /!_, ____ b6 _____ i 

Good afternoon , Amanda , 

I have a question from Dr . Safavi , 
!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-1 

! b6 ! 

! ' '-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

RE L0000229383 



.-•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·- ·-·-·- ·-·-·-·-·-·- ·-·-·- ·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·-·-·-·-·-·-·- ·-·-•-. ; 
; 
; 
; 
; 

I b6 
; 
; 
; 
; 
; 

i 
'please send my regards to her. 
Thank 
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From: 

Sent: 2/25/2021 9:32:42 PM 
To: Nath, Avindra (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDI BOH F 23SPDL T)/ cn=Recip ients / cn=b8 lca051950b4d458d7 4037 a6a86ead6L_ ____ b6 -·-·-· i 
Subject: Re: FW: Your offer to see[·-·-·-·-·-·-·-·-·-·b6 ________________ __iexperiencing long term post-vaccination symptoms 

Hi Dr. Nath, 
Thank you for fitting me in your busy schedule. I am very excited to meet with you and to see how you can 
possibly help me. Please let me know how we can set up an appointment. Feel free to call me. 

,_.Thank _you.·-·-·-·-·-·. 

! b6 1 

; 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

On Thu, Feb 25, 2021 at 2:34 PM Nath, Avindra (NIH/NINDS) [E] [·--·-·--·-·--·-·--·-·b6 -·-·---·---·---· jwrote: 

DearL _____ b6 ___ ___! 

Sorry to hear of your illness. Dr. Safavi and I will be glad to meet with you to see how we can help. I have 
copied other members of our team who can help set up a virtual meeting. 

All the best. 

Avi 

A vindra Nath MD 

Chief, Section oflnfections of the Nervous System 

Clinical Director, 

National Institute of Neurological Disorders and Stroke 

National Institutes of Health, Bethesda , MD 

I bG !(Office) 

: !(cell) 
i.·-·-·-·-·-·-·-·-·-·- ·- ·-·- ·-·-·-' 

. ' 
! 
' ; 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 
b6 

From: !_ __ -·- _ -·-·- -·-·- -·-·- -·-·- -·-·- -·-·- -·-·- -· b6 ·--·-·--·-·--·-·--·-·--·-·--·-·--·-·-·-·-·-·-__j 
Date: Thursday, February 25, 2021 at 2:14 PM 

REL0000229418 



To: ,"Nath,_ Avindra (NIH/NINDS) [El" _L _______ , ·--·-·--·-·b6 ____________________ i 
Cc:! b6 : 

•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-•-,f•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

Subject: Your offer to see i __________________ b6 ·-·-·-·-·-·-·-·-·-j~xperiencing long term post-vaccination symptoms 

Dr. Nath, 

nice enough to share with me your kind offer to meet withi b6 t who is having 
symptoms after her vaccination. She saw our allergy and i~munologist on Wed~esday, and in 

follow up today I learned that she is still having symptoms, so we would like to take you up on this 
opportunity . Per your suggestion , I'll share your contact information with the patient. 

I'm attaching a timeline summary of the workup that has occurred so far, for your reference, also including 
L ___ b6 ____ :contact information. I did not give her your cellphone but I gave her your office number and email. Let 
me know if I should do differently, and if easier I'm sure she'd be fine if your office reached out to her as well. 

This is a big relief to us, that we have another avenue for further workup forL__ b6 __ ] You have my deep 
personal appreciation ~<?.~_!h!~::_I_J:1_.9-p~-~~-E!1-1!._c!g_~9._1P-~!~!~K!9._h~1:2__y9._l!_ig}he future. You were independently 
recommended by bothL _______________________________ b6 __________________________ i 

Here is the patient's contact information: 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
i 

b6 
' ; 
i..-·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-

With Appreciation, 

[ ________________ b6 ______________ _j 

PS- we're so honored to be working with[° ___ bs°··-~she comes with such a rich background froml ____ b6 ___ _J 
L--·-·-·-·-·-· . 

. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 , b6 i 

! I 

'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 
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From: Nath, Avindra (NIH/NINDS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDI BOHF23SPDLT)/CN=RECI PIENTS/CN=B81CA051950B4D458D7 4037 A6A86EAD6 b6 i 

·-·-·-·-·-·-·-·-·-·-· .. 
Sent: 9/5/202110:25:21 PM 
To: 
Subject: 

i b6 ! r-·-·-·-·-·, 
,_Re~inquiryr-·-·-·-·-·-·-·-b6-·-·-·-·-·-·-·-·-·-1covicf:;T~IfAdverse Reaction to Moderna Vaccine (Ongoing sine(~-~-! 

Deari b6 ! 
Terribly-sorry to hear of your illness. i b6 !Depending on where you 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
live you might want to call the emergency room of one of the major hospitals and see if they might be able to give it to 

you. It is possi b I e that L.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-b6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·- -·-·-·-·--·-·-·- -·-·- -·-_j 
Best wishes . 

Avi 

From:[ b6 ! 
~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

Date: Sunday, September 5, 2021 at 12:58 PM 
To: Nath, Avindra (NIH/NINDS) [E]i b6 i 

.-•- •-•-•- •- • -•- • -•-•- • -• -•- •-• -•- •- • -•- • I , ......... . -•-•-•-•-•-•-•-•-!------, •-•-•-•-•-•-•-) 
~-~-~j_ect: Inquiry! b6 ~ Covid 1 b6 IAdverse Reaction to Moderna Vaccine (Ongoing since i b 6 I •-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·-·-·-·-·-; _____ -·-·-' 
'·-·-·-·-·. 

Good Afternoon, 

Hope you are doing well. My name isi b6 :I emailed you back in May about the numerous adverse effects I 
•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 

was experiencing from Moderna Vaccine (Was provided your contact from Co-19 Vase group on FB). 
Thank you for the recommendation to see r·-·--·-·bi-·-·-·-·1 for POTS, andi·-·--·-·-bs-·-·--·-·1 Unfortunately, r·-·-·-·-·-b6-·-·-·-·-1is leaving 

·-·-·-·-·-·-·-·-·-·.. L--·-·-·-·-·-·-·-·-·-·-·• ~--·-·---~ -·-·-·-·-·-·-·-·-·- 1-·-·-·-·-·-·-·-·-·-·-·-·-· 
l, ____ ~-~---·-J but I was able to get an appointment in December with !_ ____ ~-~---·jPOTS clinic. 

I am in quiring today because:-·- -·-·--·-·-- -·-- -·-- -·-- -·-- -·-- -·-- -·-- -·-- -·-- -·-- -·---i:,s-·---·---·---·---·---·---·---·---·---·---·-·--·-·--·-·--·-·-1 
f·-·--fis·-·--·:and I was her careta

0

ker (since I am[-·-·-·i:is-·-·-·:and vaccinated). 

' Howeve~, f_,_·-·-·-·-·-·-·-·-·-·-·-·-·-b6 ·-·-·-·-·-·-·-·-·-·-·-·-·-___!and am concerned because I still am experiencing the adverse effects from the 
vaccine. 

I am curious about receiv ing _______________ b6 ·---·---·---·- i and how to obtain these quickly, as it is a holiday weekend. 

I do have information about l b6 ibut will not be able to contact doctors until Tuesday. 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 

Is there any reccomemdations that you suggest? 

Unfortunately, I have not been able to make any progress on treatment for the vaccine reaction, other than what your 

suggested. 

Thank you so much, 

1 b6 : 
i.-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• I 

On May 14, 2021, at 12:15 PM,i b6 :wrote: 
l --•-•- •-•-•- •-•-•- •-•-•- •-•-•- •- •-•- •- •-•- •- •-•- •- •-•- •- •-•- •• •••• •• •••• •• •••• •• •••• •• •••• •• •••• •• ••• . 

I see [_·-·-·-·-·-·-·-·-·-·-· b6 _·-·-·-·-·-·-·-·-·-·-· ] 

RE L0000229469 



He has a fellow of the name!_ ________ b6 _______ ___: who I reached o it to via MyChart this morning asking if I 

could see[ b6 :since I am being followed by them. I also gave them your contact info. 
l b6 !told me thati · b6 iwas leavingf ____ b_6 _____ iin a month or so, and she gave me a referral to the 
1

PO-Ts-;i'inic here at! '-·-bs·---·ri-~~i'led to make ~-~·;-;;·p~-i~tment, earliest was December . 

I askec(~~~~{f~]if a~yone at! _____ bG ____ iNeurology was likeL_~-~-~_ji_~~-~]and was willing to contact you and 
fol low treatment recommendations. 
No response. 

Thank you so much again for your response, 

: b6 ! ! 
• i 
l-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

On May 14, 2021, at 11:00 AM, Nath, Avindra (NIH/NINDS) [E]i b6 i 
l--·- ·-·-·- ·- ·-•- ·- ·-•- ·- ·-·- ·- ·-·- ·- ·-•- ·- ·-•- ·• ·•·• ·-

wrote: 

Who did you see? 

From:! b6 l 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

Date: Friday, May 14, 2021 at 8:34 AM 
To: Nath, Avindra (NIH/NINOS) [E]i b6 ] 

'•• • ••••• • ••••• • ••••• • ••••• • ••••• • ••••• • ••••• • -..n1 ... nn1, 

Subject: Re: Moderna Vaccine Reaction (Ongoing sinc~L-~~-_i 

. i-·-·-·-·-·-·-·-•-j r ···-·- ·-·-·- ·-·-·- ·-·-·-i 
One more thing .. I work for:_ _____ "-~---·-·i and am a L ______ p_§ _____ _i 
I can attempt to go around the Neurologist I've already seen, but it's going to be tricky 
since they've already "ruled out everything dangerous". 

Thank you again, 

i b6 ! 
'- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-J 

On May 14, 2021, at 7:48 AM, Nath, Avindra (NIH/NINOS) [E] 

[_ _____________________ b6 ______________________ : wrote: 

Sorry to hear of your illness. You might want to reach out toi b6 : 
in Neurology a{--i:iif ___ ito see if she might be willing to inv~stiiateyou--" 

for POTS and considerf b6 !She had treated another 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

patient with similar symptoms from the vaccine . 

Avi 

From:! b6 l 
l.---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

Date: Friday, May 14, 2021 at 2:14 AM 

To: Nath, Avindra (NIH/NINOS) [E] !_--------------~~----------------_! 
Subject: Moderna Vaccine Reaction (Ongoing sincei_b6_j 

Hello, 

My name isi b6 j I belong to the C0-19 VASE Family on 
L--·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·• 

Facebook. It is from this group page that I got your email contact 
information . I hope that you don't mind me reaching out to you. 

RE L0000229469 



I am a r-·-·--·-·--I,-if-·-·-·-·-·-·-·1at r·-·-·-bf ·-·-·1 I'm i b6 !highly active , 

and h~althy (no underlyin~ conditi~ns ~;-~~pti --i:,-s·---·---·---·i 
i-·-·-·-·-bs-·-·-·-·-1 Here is the timeline of what happ~-ned-after-·l was-fnocu'lated 

with the Moderna Covid -19 Vaccine : 

[ ___ b6 _ list Moderna Covid Vaccine: presented with Raynaud's Syndrome 
4.5 hrs afterwa rds for 15-30 minute episodes (never had this occur 

before the vaccine). Followed up with my primary care provider, and 
now am being seen by a rheumatologist. Provided counsel that being 
administered 2nd dose of Moderna COVID-19 Vaccine benefits 

outweighed the risks. 
[ __ b6__i2nd Moderna Covid Vaccine : Started getting itchy bumps on 

bilateral front of neck about a week later . Then had what seemed like a 
pimple appear above my right eyebrow ori b6 j by, b6 imy right eye 

1·-·-·-·-·-·-. L:::: :::::: :-·-·- ·i !,_·-·- ·-·-·- ·-·-·- ·-·-·-
was swollen. Bi b6 i, I was diagnosed withi --·ffs iOn 

,-·-·- ·-·-·1 l · .-·-·-·-·-·-·-·-·'-·-·-·-·-·-·-t ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·1 

i_b6 __ i I was sent to-the ER to rule ou( _________ ?._~---·-·--·-j(I did not have this), 
but was not given diagnosis. Had bilateral lower leg muscle weakness, 
and upper neck/shoulder muscle weakness pain/fatigue. Bi_ b6 _] 
muscle/joint pain, muscle weakness, paresthesia in various areas of my 
body at various intervals, nausea, dizziness, constant headache, blurred 

vis i orj __ rn~-~~!~ .. tY.!.lt~b.!r:igJ __ \iY_a..~.2~-~D .. ~-~ L ... ~~ ---lN e u ro lo f(_a_~-~-?,~d er 

M RI L ·-·····-···········-·····-··~~ ----·-···-·····-·····-······...i O ~----~-~-..i seE;n P..'LL _ -~~---, _! 
,._.D.erma.toloeY_.to.hav_e.heroe.s_U~e rash swabbed fori b6 i 

i.1:::::::§~:::::JNe·u~~-gv ·-afrf·tMGTN!~i~~~~i~~~~~I~-~~~~-~~~~-~=;;-~-~~~~~~~~~2en 

though my toes were numb the entire time & they had difficulty 
regulating my body temperature in my extremities to perform the 
testingL_ __ b6 ____ iNeurology was unable to provide me with any 

explanation as to why my body is reacting to the vaccine with these 

"complicated" symptoms . The best explanation I was given is that i b6 i 

!~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--_b6 ~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~--~:~~===-!-·-·• 
[·- ·- ·-·· ·· ·-·· ·· ·-·· ·· ·-·· ·· ·-·· ·· ·-·- ·· ·-·· ·· ·-·- ·· ·-·· ·· ·-·- ·- b 6- ·-·· ·· ·-·· ·· ·-·- ·- ·-·-·- ·-·-·- ·-·-- ·-·-·- ·-·-·- ·-·-·-·-·-·-·-· i a n d I 
may never find out the diagnosis or why my body is responding this 
way, but doctors are " positive" that my body will go back to normal 
within 6 months . Seen by rheumatology, unable to find diagnosis. Seen 
yesterday in[ ____ b6 ___ __.:ER for 4 episodes of sudden Shortness of Breath, 

near Syncope, chest pain , left sided arm weakness, left arm 
numbness/pain, heart palpitations. EKG showed[ __________ b6 __________ _j 
L ___________ b6 ____________ iUnable to find emergent findings and dispos ition 

was discharge home with referral to another _specialist_(cardiology) . 
Previous EKG's prior to vaccine werei__ __________________ b6 ___________________ j 

I have been thoroughly evaluated by some of the top Neurologists at 

[~~:~f:]and referred to numerous specialists throughout[ _:_:_:jif:.::J 
l__ b6 _ ___i plus Rheumatology for extensive bloodwork . These diffe rent 

specialities are unable to find a clear diagnosis to explain any of these 
symptoms that are happening in my body. 

I went from being a highly active, healthyi_ ____ ~~----_]woman to a 
woman who is easily fatigued, has herpes like rashes on her face and 
different painful, rashes appearing on her body, dry mouth, red eyes, 
muscle weakness, muscle twitching, numbness in various body parts in 
different times of the day, vertigo, blurred vision, joint pain, brain fog. 
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Doctors are unable to give me a diagnosis . 

I have copies of all my med ical records . I did inform my PCP that I was 

reaching out to you about my interest in the study you are conducting 

on others who have found me that seem to be experiencing similar 

symptoms . 

Thank you, 

! ! 

b6 ' 
i.- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- · i 
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From: 
t-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· b6 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 1 

Sent: 3/3/20214:34:32 AM 

To: Safavi, Farinaz (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative GrouP-
(FYDIBOHF23SPDLT)/cn=Recipients/cn=94807ce146e045d4b61655da26aOc2461 b6 ! ·-·-·-·-·-·-·-·-·-· 

Subject: Re: Myself 

Thank you Farinaz. I will await your call. 

Sent from my iPhone 

On Mar 2, 2021, at 8:03 PM, Safavi, Farinaz (NIH/NINOS) [E]i b6 :wrote: 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Dear!_ ____ b6 ______ : 
I am really sorry to hear about your symptoms . We definitely can schedule a televisit in mutually 
convenient time to go over the details. I will coordinate with our team and get back to you tomorrow. 
Best Regards, 
Farinaz 

Farinaz Safavi MD, PhD 
Section of Infections of the Nervous System 
Division of Neuroimmunology and Neurovirology 
NINOS, NIH 

From: Nath, Avind ra (NIH/NINOS) [E] 

Sent: Tuesday, March 2, 2021 9:04 PM 
To:! b6 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-J 

Cc: Safavi, Farinaz (NIH/NINOS) [E]; W iebold, Amanda (NIH/NINOS) fE]; Smith, Bryan (NIH/NINOS) fE] 
Subject: Re: Myself 

Dea( _____ b6 ____ __: 

I am terribly sorry to hear of your illness. We are following several patients with neurological symptoms 
from the COVID vaccines I have copied members of my research team who will get in touch with you. Dr. 
Safavi is leading the effort and will do a televisit and then we will like to obtain some medical records 
and blood samples. You would need to be enrolled on to our research study for this purpose. Our hope 
to try and identify if there is some kind of molecular mimicry between vaccine and the antigens in the 
nervous system. 
With best wishes. 
Avi 
Avindra Nath MD 
Chief, Section of Infections of the Nervous System 
Clinical Director, 
National Institute of Neurological Disorders and Stroke 
National Institutes of Health, Bethesda, MD 

[ b6 i(Office) 
!._. _________________________ ._! (cell) 

. . 
i b6 i 
L-- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·-· -·- ·- ·-·- ·- ·-·i 
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0 n 3 /2/21, 4: 54 PM, l_ _______________________________________ b6 __________________________________ __.!wrote: 

Hi Dr. Nath, 
My name is c·-·--·-·--·-·b6-·---·---·-11 was given your name by[~--~-~--~--~_jf~--~-~--~--~.J 

I am at__ ____________________ ~~----·-·-·-·-·-·-·-·-·---·-__iin :_ ______ b6 _____ _!who had a severe reaction to the Pfizer Covid 
Vaccine[ ________ b6 _____ ___: I was previously healthy and 30 minutes after receiving the vaccine developed 

burning in my face, had a pre-syncopal event and my blood pressure spiked very high. I initially became 
bedridden for one week with severe malaise and paresthesias in my face and tongue . I also felt a tight 

band like constriction around my chest. I was treated with [ ________________________________ ~~-----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

L_ __________ b6 ·-·-·-·-·-· i Since that time, energy has improved but I have severe paresthesias in my face, head, 
tongue and mouth, chest, abdomen and limbs . At times they are incapacitating. I feel a vibration in my 
head and hands. The tight band around my chest persists. I have had extensive negative neurological 
and rheumatological work up and have seen several doctors in[~fWho have no clue what has happened 

l~: _:_:_·_l _____ , bS-===_J:t i~~~~~~ -bG ~~~~~~ jfo u n d j .Jan d !_ ___________ b6 ____________ i atC~~~~~~~~~J put me on :__ ________________ b6 -·-·-·-·-·-·-·-·-ii 

L.-·-·-·-b6 ·-·-·-·_j 
Are you aware of these reactions and what is causing them? Is there anything that can help me? I am 

quite incapacitated. I have collected a group of people whom I met through the internet with similar 
reactions to mine. Several are physicians as far away as France and Argentina. Pfizer, the FDA and CDC 
have been unhelpful. 

Any help or insight you can give me would be most appreciated. 
Sincerely, 

L·-·-·-·-·-·-·-b6·-·-·-·-·-·-·-.J 

Sent from my iPhone 
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From: i b6 i 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

Sent: 4/1/20211:37 :03 PM 
To: Safavi, Farinaz (NIH/NINOS) [El [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDI BOH F 23SPDL T)/ cn=Recip ients/ cn=94807 ce 146e045d4b61655da26a0c246:_ ____ ~~- _ _,J 
Subject : Re: [EXTERNAL] Post covid vaccine neurological compl ications 
Attachments : i b6 . 

i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.i 

Here are the attachments 
Forgot to send on previous 

.. --·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--
From: i b6 ; 

'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
Sent: Thursday, April 1, 202 1 9 :32 AM 

To: Safavi, Farinaz (NIH/NINOS) [E] l·-·--·-·--·-·--·-·--~~---·--·-·--·-·--·___l 
Subject: Re: [EXTERNAL] Post covid vaccine neurological complications 

Hi Dr. Safavi, 

I have sent signed consent forms to Anna Wiebold (nurse assisting on research} 

··-·-·-·-·-·-·-·-·-•-•1 
Attached are office notes and i b6 ifrom my neurologist . Also attached are reports from thei b6 : 

1-- •-•-•- •-•-•- •- •-• -• I L -- •-•- •- •-•- •-•- •- •- •-•- •- •-•-' 

L-·-·-·-·-·-·-·-·-· b6·-·-·-·-·-·-·-·-·-j 

CD copies of the imaging is a little more difficult to get to you. You could try calling the neurology office or the 
MRI imaging secreta ry's directly-! b6 ; 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

Thanks 
f b6 ~ 
"·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

From: Safavi, Farinaz (NIH/NI NOS) [E] [_ ___________ !>_6-____________ j 

Sent: Monday, March 29, 2021 5:20 PM 

To:[_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·--·-b6 ·-·--·-·--·--·-·--·--·--·-·--·-·-·--·-·-___ __] 
Subject: Re: [EXTERNAL] Post covid vaccine neurological complications 

Dure ,I will send you MS teams link for the televist. 
Thank you very much! 
Best Regards , 

Farinaz 

From: l__ -·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·-·-·-· b 6 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ; 
Sent: Monday , March 29, 20215:17:32 PM 

To: Safa vi, Farin a z (NI H/ NI NOS) [ El[ ___ -·-·-·-·-·-·-·-·-__ !>_6-________________________ j 
Subject: Re: [EXTERNAL] Post covid vaccine neurological complications 

OK. 10am is ok. 

I will complete the consent forms after we talk. I do plan on participating. 

: b6 1 

j•-•- •- •-•- •- •-•- •- •-•- •- •-•- •- •-• I 
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From: Safavi, Farinaz (NIH/NINOS) [q _______________ b6 _______________ ! 
Sent: Monday, March 29, 202112 :10 PM 

To:i ___ b6 ____________________________________ !Wiebold, Amanda (N IH/NINDS) [E] 
: b6 i 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Subject: RE: [EXTERNAL] Post covid vaccine neurological complications 

Sure,ls tomorrow at 10am work for you? If so I will send you televisit link. 

I also would like to follow up w ith you regarding consent and medical release form.Have you received them . Please 

kindly let us know. 

Thank you 

Farinaz 

Farinaz Safavi MD, PhD 

Division of Neuroimmunology and Neurovirology 

NINOS, NIH, Bethesda, MD 

From :l._ _______________ b6 ______________ __: 

Sent: Sunday, March 28, 2021 8:56 PM 

To: Safavi, Farinaz (NIH/NINOS) [E] 

Subject: Re: [EXTERNAL] Post covid vaccine neurological complications 

This week I could do a televisit: 
Monday Afternoon 
Tuesday Morning 
Thursday or Friday- Flexible 

.--·-·-·-·-·-·-·-·-·-·-·-· . 
i b6 l 
j_·-·-·-·-·-·-·-·-·-·-·-·- • 

From: Safavi, Farinaz (NIH/NINOS) [E] b6 
Sent: Friday, March 26, 20219 :52 AM 

To :l_ _______ -·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-· b6 __ -·-·--·-·--·-·--·-·--·-·--·-·--·-·-- -·-- -· i 
Subject: RE: [EXTERNAL] Post covid vaccine neurological complications 

Deari b6 : 
'--·-·-·-·-·-·-·-·-·-·-·-·-·. 

Hope all is well.I would like to follow up with you to find a mutual convenient time to schedule a televisit. 

Please let me know what days work the best for you? 
Thank you 

Farinaz 

Farinaz Safavi MD, PhD 

Division of Neuroimmunology and Neurovirology 

NINOS, NIH, Bethesda, MD 
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From:: b6 : 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 

Sent: Sunday, March 21, 2021 8:27 PM 

To: Safavi, Farinaz (NIH/NINOS) (El 
Subject: Re: (EXTERNAL] Post covid vaccine neurological complications 

I am interested in participating. 

L _________ b6 ·-·-·-·-.J 

From: Safavi, Farinaz (NIH/NINOS) [E] b6 
Sent: Thursday, March 18, 2021 3:41 PM 

To: i._·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-b6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___! 
Subject: RE: [EXTERNAL] Post covid vaccine neurological complications 

Dear i ________ b6 _______ ___! 

Thank you very much for your respond. 

Basically for this research we just need to meet with you through televisit once talking about your issue and our research 

team coordinate to get consent to receive your medical records and possibility of sending us serum samples . This is not 

a study with many long questionnaire and mainly we are trying to characterize COVID vaccine side effects and 

potentially propose the pathogenesis. 

I would be happy to answer any questions and really appreciate if you kindly let me know are you interested to proceed 

with our protocol. 

Best Regards, 

Farinaz 

Farinaz Safavi MD, PhD 

Division of Neuroimmunology and Neurovirology 

NINOS, NIH, Bethesda , MD 

From: i_ ___________________ b6 ·-·-·-·-·-·-·-·-·-· i 
Sent: Wednesday, March 17, 20219:17 PM 

To: Safavi, Farinaz (NIH/NINOS) (E] 

Subject: Re: [EXTERNAL] Post covid vaccine neurological complications 

Dear Dr. Safavi, 

I would be happy to participate in your study as long as it isnt too burdensome. 

As regards my symptoms: They gradually improved and in early February there was very little residual mostly 

or only consisting of right hand ulnar sided mild paresthesia. As of early March all symptoms are resolved. I 

had ai b6 !which began 9 days after symptom onset. 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

Please feel free to contact me and I can provide more information as needed. 

Best 
i b6 i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

From: S~f~~i, F~~i~~~ (Ni H/Ni NOS) [E1c·-·-·-·-·-·-·-·-·-·-·-b·f·-·-·-·-·-·-·-·-·-·-·-·r 
Sent: Wednesday, March 17, 20211:24 PM 
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To: i __ -·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·---· b6 ·--·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·-___ j 
Subject: [EXTERNAL] Post covid vaccine neurological complications 

Dead b6 ] 
'-·-·-·-·-·-·-·-·-·-·-·-·-· . 

My name is Farinaz and I am one of Dr.Nath's team member at NINOS. We started an effort to study post covid vaccine 
neurological complications here and Dr.Nath informed me about your brachia! plexopathy post pt dose of vaccine. I am 

w riting to ask you how your symptoms are going currently and are you interested in providing us with more information 

about your disease or contribute in our study? 

Thank you very much for your consideration and look forward to hearing from you. 

Best Regards, 

Farinaz Safavi MD, PhD 
Division of Neuroimmunology and Neurovirology 

NINOS, NIH, Bethesda, MD 

NOTICE: This email may contain PRIVILEGED and CONFIDENTIAL information and is intended only for the use of the 

specific individual(s) to which it is addressed. It may contain Protected Health Information or Personally Identifiable 
Information that is privileged and confidential. Protected Health Information and Personally Identifiable Information 

may only be used or disclosed in accordance with law and you may be subject to penalties under law for improper use or 

further disclosure of the Protected Health Information or Personally Identifiable Information in this email. If you are not 
an intended recipient of this email, you are hereby notified that any unauthorized use, dissemination or copying of this 

email or the information contained in it or attached to it is strictly prohibited . If you have received this email in error, 

please delete it and immediately notify the person named above by reply email. Thank you. NOTICE: This email may 

contain PRIVILEGED and CONFIDENTIAL information and is intended only for the use of the specific individual(s) to which 

it is addressed . It may contain Protected Health Information or Personally Identifiable Information that is privileged and 

confidential. Protected Health Information and Personally Identifiable Information may only be used or disclosed in 

accordance with law and you may be subject to penalt ies under law for improper use or further disclosure of the 

Protected Health Information or Personally Identifiable Information in this email. If you are not an intended recipient of 

this email, you are hereby notified that any unauthorized use, dissemination or copying of this email or the information 
contained in it or attached to it is strictly prohibited . If you have received this email in error, please delete it and 

immediately notify t he person named above by reply email. Thank you. 

NOTICE: This email may contain PRIVILEGED and CONFIDENTIAL information and is intended only for the use of the 

specific individual(s) to which it is addressed. It may contain Protected Health Information or Personally Identifiable 

Information that is privileged and confidential. Protected Health Information and Personally Identifiable Information 

may only be used or disclosed in accordance with law and you may be subject to penalties under law for improper use or 

fu rther disclosure of the Protected Health Information or Personally Identifiable Information in this email. If you are not 

an intended recipient of this email, you are hereby notified that any unauthorized use, dissemination or copying of this 

email or the information contained in it or attached to it is strictly prohibited. If you have received this email in error, 

please delete it and immediately notify the person named above by reply email. Thank you. NOTICE: This email may 

contain PRIVILEGED and CONFIDENTIAL information and is intended only for the use of the specific individual(s) to which 

it is addressed. It may contain Protected Health Information or Personally Identifiable Information that is privileged and 

confidential. Protected Health Information and Personally Identifiable Information may only be used or disclosed in 

accordance with law and you may be subject to penalties under law for improper use or further disclosure of the 

Protected Health Information or Personally Identifiable Information in this email. If you are not an intended recipient of 

this email, you are hereby notified that any unauthorized use, dissemination or copying of this email or the information 

contained in it or attached to it is strictly prohibited . If you have received this email in error, please delete it and 

immediately notify the person named above by reply email. Thank you. 
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NOTICE: This email may contain PRIVILEGED and CONFIDENTIAL information and is intended only for the use of the 

specific individual(s) to which it is addressed. It may contain Protected Health Information or Personally Identifiable 

Information that is privileged and confidential. Protected Health Information and Personally Identifiable Information 

may only be used or disclosed in accordance with law and you may be subject to penalties under law for improper use or 

further disclosure of the Protected Health Information or Personally Identifiable Information in this email. If you are not 
an intended recipient of this email, you are hereby notified that any unauthorized use, dissemination or copying of this 

email or the information contained in it or attached to it is strictly prohibited. If you have received this email in error, 

please delete it and immediately notify the person named above by reply email. Thank you. NOTICE: This email may 

contain PRIVILEGED and CONFIDENTIAL information and is intended only for the use of the specific individual(s) to which 

it is addressed. It may contain Protected Health Information or Personally Identifiable Information that is privileged and 

confidential. Protected Health Information and Personally Identifiable Information may only be used or disclosed in 

accordance with law and you may be subject to penalties under law for improper use or further disclosure of the 

Protected Health Information or Personally Identifiable Information in this email. If you are not an intended recipient of 
this email, you are hereby notified that any unauthorized use, dissemination or copying of this email or the information 

contained in it or attached to it is strictly prohibited. If you have received this email in error, please delete it and 

immediately notify the person named above by reply email. Thank you. 

NOTICE: This email may contain PRIVILEGED and CONFIDENTIAL information and is intended only for 
the use of the specific individual(s) to which it is addressed. It may contain Protected Health Information or 
Personally Identifiable Information that is privileged and confidential. Protected Health Information and 
Personally Identifiable Information may only be used or disclosed in accordance with law and you may be 
subject to penalties under law for improper use or further disclosure of the Protected Health Information or 
Personally Identifiable Information in this email. If you are not an intended recipient of this email, you are 
hereby notified that any unauthorized use, dissemination or copying of this email or the information contained 
in it or attached to it is strictly prohibited. If you have received this email in error, please delete it and 
immediately notify the person named above by reply email. Thank you. NOTICE: This email may contain 
PRIVILEGED and CONFIDENTIAL information and is intended only for the use of the specific individual(s) 
to which it is addressed. It may contain Protected Health Information or Personally Identifiable Information that 
is privileged and confidential. Protected Health Information and Personally Identifiable Information may only 
be used or disclosed in accordance with law and you may be subject to penalties under law for improper use or 
further disclosure of the Protected Health Information or Personally Identifiable Information in this email. If 
you are not an intended recipient of this email, you are hereby notified that any unauthorized use, dissemination 
or copying of this email or the information contained in it or attached to it is strictly prohibited. If you have 
received this email in error, please delete it and immediately notify the person named above by reply email. 
Thank you. 
NOTICE: This email may contain PRIVILEGED and CONFIDENTIAL information and is intended only for 
the use of the specific individual(s) to which it is addressed. It may contain Protected Health Information or 
Personally Identifiable Infonnation that is privileged and confidential. Protected Health Information and 
Personally Identifiable Information may only be used or disclosed in accordance with law and you may be 
subject to penalties under law for improper use or further disclosure of the Protected Health Information or 
Personally Identifiable Information in this email. If you are not an intended recipient of this email, you are 
hereby notified that any unauthorized use, dissemination or copying of this email or the information contained 
in it or attached to it is strictly prohibited. If you have received this email in error, please delete it and 
immediately notify the person named above by reply email. Thank you. NOTICE: This email may contain 
PRIVILEGED and CONFIDENTIAL information and is intended only for the use of the specific individual(s) 
to which it is addressed . It may contain Protected Health Information or Personally Identifiable Information that 
is privileged and confidential. Protected Health Information and Personally Identifiable Information may only 
be used or disclosed in accordance with law and you may be subject to penalties under law for improper use or 
further disclosure of the Protected Health Information or Personally Identifiable Information in this email. If 
you are not an intended recipient of this email, you are hereby notified that any unauthorized use, dissemination 
or copying of this email or the information contained in it or attached to it is strictly prohibited. If you have 

RE L0000230528 



received this email in error, please delete it and immediately notify the person named above by reply email. 
Thank you. 
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From: 

Sent: 

! ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· b6 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·: 

'10/14/20213:53:23 PM . 

To: Safavi, Farinaz (NIH/NINOS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDI BOH F 23SPDL T)/ cn=Recip ients/ cn=94807 ce 146e045d4b61655da26a0c246L_ _____ b6 -·-·-· ! 
CC: Smith, Bryan (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Admin istrative Group 

(FYDI BOHF23SPDL T)/cn=Recipients/cn=de 7bf3d6ad0046288fd8c35f33de3e57l b6 ! 
r·-·-·-·-·-·bf "-·-·-·-·-1u o=Exch a nge Labs/ 0 u=Exch a nge Administrative Group ··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

(°F"vi5i""BoFli=I3SP.DL T)/ cn=Reci pients/ en= 768f87322a624968841b8b6310e5117 4-j"·-·-·-·-·-·-ii-s-·-·-·-·-·-·: 
Subject: 
Attachments: te: .Refe rrnl_ fro:~~:~:~ ·~:~:~·~:~:~:~:~:~:~:~:~: i __ b6 ___________________ __: 

Hi Farinaz, 

,Ijust wanted to_ share that my PCP_ and I went_ahead_ an~ submitted bloodwork for[_ ______________ b6 ____________ _J 
i b6 i I thought it may be relevant as you and Dr. Nath 
0

consider my case. ' 

Please let me know once you have had a chance to speak with him. 

Thank you very much, 
i b6 ! 
••-•-•-•-•-•-•-•-•- I 

On Tue, Oct 12, 2021 at 4:39 PM :_ _______________________________________ b6 -·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-__i wrote: 
Thank you so much, Farinaz. I really appreciate it. 

This is truly the most difficult situation I have ever been in and I have little hope because the issues keep 
presenting. I am happy to come to NIH anytime as addressing this is the most important thing in my life. My 
state is preventing me from working to my best ability, let alone engaging in any exercise or social activities. 

Please let me know if there's anything else I can do at all. 

Thank you again, 
L._. __ b6 ____ __j 

On Tue, Oct 12, 2021 at 4:31 PM Safavi, Farinaz (NIH/NINDS) [E] i b6 :wrote: 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

Dear[ ______ b6 ______ ! 

I am really sorry that your symptoms have aggravated recently. 

Since there was a federal holiday yesterday we did not have our usual meeting to discuss your case. 
Additionally Bryan is out of office for next afew weeks. 

The questions you asked are all legit ones and we really do not know the exact underlying cause of your 
symptoms but we have some clues to say it might be immune mediated however the exact nature of it is still 
unknown . 
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Please give me a couple of days to discuss with Dr.Nath and will get back to you about how we can proceed. 

Thank you 

Farinaz 

From:i b6 : 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Sent: Tuesday, October 12, 2021 1:02 PM , 
_}:9_: __ S..<!f~vi. Farinaz (NIH/NINDS) [E]; Smith, Bryan (NIH/NINDS) [E]i b6 i 
! b6 ~ i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·- ·-·-·- ·-·J 

; Subject:' Re: Referral from!._ ____________________________________ !>._~--_________________________________ __! 

Hi Farinaz and Bryan, 

Thank you for taking the time to talk to me last Tuesday . I wanted to check-in and see if you had a chance to 
discuss my case and ifthere were any next steps. I am going through another pretty bad flare up with my skin 
rash becoming painful, fever, weakness and night sweats. In addition, my joint and muscle pain is getting 
worse and I am seeing bruises on my body for an unknown reason. As you can imagine, it's extremely 
disruptive to my life especially as I have been dealing with it for almost 6 months now. I am very desperate. 

Is it possible to at least begin testing to verify our hypotheses? Is it autoimmune? Is it vascular or multi­
system inflammation? Is it long-COVID if I had a prior infection in Feb 2020? Is it hormonal? As you know, 
it has been very difficult to work with my PCP and specialists because they don't understand what's going on. 

Again , I really appreciate you working with me - it gives me hope every day. 

Thank you, 

On Mon, Oct 4, 2021 at 2:01 PM i b6 iwrote: 
'-·-·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·-·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·-·-·-·-·- ·-·-·-·-·-J 

Hi Farinaz, 
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Thank you very much for your reply. Tomorrow from 3-4pm would work great for me. 

I look forward to receiving the link and speaking with you, 

! b6 . 
'-·-·-·-·-·-·-·-·-·-·-' 

On Mon, Oct 4, 2021 at 10:51 AM Safavi, Farinaz (NIH/NINDS) [E] L-·--·-·--·-·--·-·--·-b6 ·--·-·--·-·--·-·--·-·: wrote: 

Dear l-·-· b6·--· j 

Thank you very much for your email and history. We would like to schedule a televisit with you to gain 
more information from you. I will be available tomorrow from 11-lpm and from 3-4pm or Wednesday in 
the morning before noon. 

Please let me know and I can send you the link. 

Thank you 

Farinaz Safavi MD, PhD 

Division ofNeuroimmunology and Neurovirology 

NINDS, NIH, Bethesda, MD 

From:L ___ ·---·---· b6 --·---·---·-: 
Sent: Saturday, October 2, 202 1 10:48 AM 
To: Nath, A vindra (NIH/NINDS) [El; Wiebold, Amanda (NIH/NINDS) [El 
Cc: Smith, Bryan (NIH/NINDS) [E]; Safavi, Farinaz (NIH/NINDS) [El ;i b6 i r ·-·-·-·-·-·-·-·-·-b·s-·-·-·-·-·-·-·-·-·1 L·- ·-·-·- ·- ·-·- ·- ·-·- ·-· -·- ·-·-·- ·-· -·- ·-· -·- ·-· -·· 

'Subject: Referral from L.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·b6 __ ._. __ ._._. __ ._. __ . __ ._. __ ._._. _ _.J 

Hello Dr. Nath and Team, 
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My sincerest thank you for your willingness to help . Please see below for a more specific description of my 
case and applicable medical records. Amanda - let me know if you would like to discuss or any other next 
steps. I am incredibly grateful for your consideration of my case. 

Thank you, 

i b6 i ~·-·-·-·-·-·-·-·-·-·-·· 

Narrative of events: 

I received the first dose of the Pfizer vaccine on[~~~~~~~~f~~~~~Jand the second on[·---·-bs ______ i I began to 
experience extreme weakness, a low grade fever and a sore throat shortly after and went to the ER on 

l_ ______ bG _____ j Since then, a lot of other issues have emerged that are on the list below. I have seen my primary 
care physician, an infectious diseases specialist, an allergy specialist, and gynecologists. However, the cause 
of my symptoms has not been identified while the symptoms persist. I did not have any medical concerns 
before. 

Bloodwork (attached): 

i ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 
! i b6 , 
' ; 
j-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• I 

Tests completed that came back negative: 

b6 
' ' L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Lastly , I had a CT scan done - no acute abnormality within the chest , abdomen, or pelvis to explain 
symptoms. When I saw the allergist , she said some of my symptoms (stuffiness , sore throat, tonsil pain) 
could be due to allergies . The test showed I experienced an allergic reaction to every category of allergens. 
However, I have never had allergies despite living ini b6 for a very long time. 

L--·-·-·-· 
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List of Symptoms: 

Extreme weakness, fatigue and malais e since vaccine 
Low grade fever of 37.3 
Sore throat and tonsils , chest pain, feeling of inflammation in lungs, stuffiness 
Heart palpitations 
Prolonged menstrual periods (14 days) , change in cycle, bleeding and spotting outside of period 
Rash of small red dots on arms, legs and torso, skin sensitivity and feeling of heat 
Severe night sweats 
Dizziness and tinnitus 
Joint, muscle and back pain 
Weight loss and muscle degeneration 
Loss of appetite 
Twitching all over body 

Veins protruding 
Brain fog 
New allergies 
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From: L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·b6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·j 
Sent: 10/20/20212:42 :20 PM 
To: Safavi, Farinaz (NIH/NINOS) [El [/o=Exchangelabs/ou=Exchange Administrative_Group -- ·· 

(FYDI BOH F 23SPDL T)/ cn=Recip ients / cn=94807 ce 146e045d4b61655da26a0c246L_ ____ b6 -·-·-· i 
CC: Wiebold, Amanda (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4491ee2ae9804610899c741100150540~ b6 : Nahar, Kymani '·-·-·-·-·-·-·-·-·-·_. 
(NIH/NINOS) [CJ [/o=Exchangelabs/ou=Exchange Administrative Group 

Subject: 
(FYDI BOHF23SPDL T)/cn=Recipien ts/cn=4f432f899337490ea 7cbde0a4b52effb[ b6 i 
Re: Refe rra I from :__ _______________________________ b6 _____________________________ j L 

Hi Farinaz, 

Thank you very much. That sounds like a very good way to proceed. 

Amanda and Nahar - please let me know how to schedule my first appointment and anything I need to do. I 
appreciate your help! 

Wishing everyone a great day, 

L ____ b6 ·-·-·J 

On Wed, Oct 20, 2021 at 10:40 AM Safavi, Farinaz (NIH/NINDS) [E] i b6 i wrote : 
- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Hi: b6 i 
j_·-·-·-·-·-·-·-·-·-·-• 

We definitely can schedule the LP for different time than 1st visit. We also have the option to schedule it under 
X-RAY that neuro-radiologist can see the space and perform it. 

CSF study will help us to find the footprint of inflammation in nervous system and can be helpful to provide 
more information for potential treatment. 

As you may already read in consent form, the purpose of our research is to perform very comprehensive 
evaluation to gain as much as information about your and people like you who suffer from the disease. of 
course if in this process we find enough evidence ,we definitely discuss our understanding, test results and 
potential treatment with you and your outside physicians to help proceeding for next step. 

Hope I answered all your questions. 

Farinaz 
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From: l, ___________________ b6 ·-·-·-·-·-·-·-·-·___: 
Sent: Tuesday, October 19, 202111:13 AM 
To: Safa.vi, Farinaz (NIH/NINDS) [El 
Cc: Wiebold, Amanda (NIH/NINDS) l-\i].; Nahar, Kvmani (NIH/NTNDS) [~] 

Subject: Re: Referral from i _____ -·-·--·-·--·-·--·-·--·-·--·-·-_ b6 ·-·--·-·--·-·-_ -·-_ -·-_ -·-_ -·-_ i 

Hi Dr. Safa.vi, 

Thank you very much for elaborating on the process. I am fine with all the tests but the lumbar puncture 
makes me very nervous - is it possible to start with the other tests and then see if the LP is necessary? Can I 
still participate if I forgo that test? 

And lastly, I assume the purpose of the tests is to come up with a better understanding of what is causing my 
symptoms and a potential diagnosis. Does the team at NIH also help identify treatment options? 

Thank you very much, 

i b6 i 
L·-·-·-·-·-·-·-·-·-·' 

On Mon , Oct 18, 2021 at 8:53 PM Safa.vi, Farinaz (NIH/NINDS) [E]! b6 i wrote: 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Hii b6 i 
L--·-·-·-·- ·-·-·- ·-·-·-.I 

The typical process is our team meet you first for consent,history and exam. The protocol has some 
basic tests including Blood draw,MRI and LP which are necessary work up for neuroinflammatory 
diseases and the most important ones that can help to determine any footprint of inflammation in 
nervous system. 

It also includes other tests that we may decide to do for example the autonomic testing based on 
your symptoms. 

MRI is not xray based imaging. In terms of lab tests we have a list of labs(very comprehensive work 
up) to exclude a lot if underlying autoinflammatory diseases that we have been sending for patients 
with post vaccine adverse events.Regarding LP, cerebrospinal fluid analysis may help us to 
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evaluate whether there is inflammatory process in brain and guide us through the cause of your 
symptoms. 

Finally,this is a research protocol to evaluate neuroinflammatory diseases and as you may know the 
participation is completely voluntarly so that please let us know how you would like to proceed. 

Regarding testing timeline ,Amanda and Kymani are great and try to coordinate several tests on the 
same day to save your time. 

Amanda,please add further information if I miss anything here. 

Hope I answered your questions.Please let us know if you have further questions. 

Best 

Farinaz 

. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·­
From: L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-?..~.---·-·-·-·-·-·-·-·-·-·-·--·--·-·-·-·-·-·-·-·-·-·-·-·-·; 
Sent: Monday , October 18, 2021 2:57:56 PM 
To: Safavi, Farinaz (NIH/NINDS) [E] i b6 ]Wiebold, Amanda (NIH/NINDS) [E] 

:-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-•-; L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 
I b6 I 
'-f ~;-:i-;f;ii~~:-izy~~~c CNiiimrnns). [ c J L, ________________________ bs ______________________ J ____ . 
Subject: Re: Referral fromi b6 : 

'--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Hi Amanda and Dr. Safavi, 

Thank you for the information. I have taken the weekend to review the tests and have a few 
questions : 

• What is the typical process for this protocol and testing? Would I first meet with the doctors to discuss 
hypotheses , what the test is for, etc.? 

• ls it possible to forego a test? I have done a lot of tests this year that involved radiology and would like 
to limit further exposure . I am specifically concerned about the lumbar puncture . 

• What does the testing timeline look like typically? Is it possible to have multiple tests done in one visit? 

I appreciate you providing extra context for the protocol. 
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Thank you , 

(--· b6 ·--: 
'-·-·-·-·-·-·-·-·. 

On Thu , Oct 14, 2021 at 12: 18 PM Wiebold, Amanda (NIH/NINDS) [E] !_ ____________________ ----~-~----__________________ jwrote: 

As Dr. Safavi has mentioned she would like to evaluate you here at the NIH under our natural 

history protocol 1 SN0125. I have attached a copy of the consent form just for your review . The 
studies that she would like you to do include consent, exam, blood work, brain MRI with contrast, 

lumbar puncture done under x-ray, skin biopsy, EMG, and autonomic testing. Please let Dr. Safavi 

or myself know if you have any questions . 

Kymani (copied here) will be the one to get you scheduled. 

Thank you, 

A~ W Ceb-o-ld; 13SN, RN, CNRN 

Research Nurse Specialist 

NINOS Section of Infections of the Nervous System 

10 Center Drive, Building 10/7C107, MSC 1430 

Bethesda, Maryland 20892 

Office:! b6 : 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Cell:i b6 : 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Fax: 301-480-5594 

Email:j b6 : 
l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
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From: t_ _____________________________________________ b 6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ] 
Sent: Thursday, October 14, 2021 11 :59 AM 
To: Safavi, Farinaz (NIH/NINDS) [E] [_ b6 __l 

Cc: -Smith, B ryan(NIH/NIND s} [E] l --·---·--·-·--·-·-·--·-·--·--·-·--·-·-· -·-·--·---·---· b~ -------------------------------,·- ·-·-__ [ 
i b6 :Wiebold , Amanda (NIH/NINDS ) [E] i b6 i 
Subject: Re: Referral from 1.__ ______ ~--·-·-·-·-·-·-·-·-·-·-·-·-·-·-· b6_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___l ' · 

Thank you so much, Farinaz! I appreciate it enormously. 

Amanda - I look forward to hearing from you on next steps. 

On Thu, Oct 14, 2021 at 11 :57 AM Safavi , Farinaz (NIH/NINDS) [E] [ ____________________ b6 ____________________ __1wrote: 

Hi [__ ___ b6 ·-·- i 

I spoke with the team and we can bring you to NIH under our neuroinflammatory research protocol.I cc 
Amanda( our research nurse) for further infom1ation. 

Best 

Farinaz Safavi MD, PhD 

Division ofNeuroimmunology and Neurovirology 

NINDS, NIH, Bethesda, MD 

From:! b6 1 
Sent: Thursday, October 14, 2021 11:53 AM 
To: Safavi , Farinaz (NIH/NINDS) [El 
Cc: Smith, Brvan (NIH/NINDS)J EJi b6 i 

. ·-·-·-·-·-·-·-·-·-·!. .................................................................................................................... -·-·-·-·-·-·-·-·-· 
Subject: Re: Referral from! b6 i 

L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 
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Hi Farinaz, 

,IJ~!~!.~?_1!!~9:_!9._~h?_r_~Jh~!.!P.Y.'.J~_g_p __ ?.QQJ~-~11:L~h~I•.4_~Q.9.:.~.:t!Q!P._i!.!e:~t blood work!._ ____________ ----~~- _______________ J 
i_ ______________________________________________ b6 _________________________________________________________ ___:I thought it may be relevant as you and 
Dr. Nath consider my case. 

Please let me know once you have had a chance to speak with him. 

Thank you very much, 

On Tue, Oct 12, 2021 at 4:39 PM! b6 !wrote: 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Thank you so much, Farinaz. I really appreciate it. 

This is truly the most difficult situation I have ever been in and I have little hope because the issues keep 
presenting . I am happy to come to NIH anytime as addressing this is the most important thing in my life . 
My state is preventing me from working to my best ability, let alone engaging in any exercise or social 
activities. 

Please let me know if there's anything else I can do at all. 

Thank you again, 

-·-·-·-·-·-·-·-·-·-·-·-· 
: b6 i 
L--·- ·- ·-·- ·- ·-·- ·- ·-·- • 

On Tue, Oct 12, 2021 at 4:31 PM Safavi, Farinaz (NIH/NINDS) [E] ! ·--·-·--·-·--·-·--·-· b6 ·-·-·-·-·-·-·-·-·-·-·-___iwrote: 

Dear! b6 i 
L--·-·-·-·-·-·-·-·-·-' 
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I am really sorry that your symptoms have aggravated recently. 

Since there was a federal holiday yesterday we did not have our usual meeting to discuss your case. 
Additionally Bryan is out of office for next afew weeks. 

The questions you asked are all legit ones and we really do not know the exact underlying cause of your 
symptoms but we have some clues to say it might be immune mediated however the exact nature of it is 
still unknown. 

Please give me a couple of days to discuss with Dr.Nath and will get back to you about how we can 
proceed. 

Thank you 

Farinaz 

From:i b6 i 
Sent: Tuesday, October 12, 20211:02 PM 
To: Safavi, Farinaz (NIH/NINDS) rE]; Smith, Bryan (NIH/NINDS) [EJ;i b6 ] 
f b6 i ~-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
, Subject: Re: Ref~rral fromf _____________________________ iiif ____________________________ i 

Hi Farinaz and Bryan , 

Thank you for taking the time to talk to me last Tuesday. I wanted to check-in and see if you had a 
chance to discuss my case and if there were any next steps . I am going through another pretty bad flare 
up with my skin rash becoming painful , fever, weakness and night sweats . In addition, my joint and 
muscle pain is getting worse and I am seeing bruises on my body for an unknown reason. As you can 
imagine, it's extremely disruptive to my life especially as I have been dealing with it for almost 6 months 
now. I am very desperate. 

Is it possible to at least begin testing to verify our hypotheses? Is it autoimmune? Is it vascular or multi­
system inflammation? Is it long-COVID ifl had a prior infection in Feb 2020? Is it hormonal? As you 
know, it has been very difficult to work with my PCP and specialists because they don't understand what's 
gomg on. 
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Again, I really appreciate you working with me - it gives me hope every day. 

Thank you, 

On Mon, Oct 4, 2021 at 2: 01 PM L_ ____________________________________________ b6 ______________________________________________ ]wrote: 

Hi Farinaz, 

Thank you very much for your reply. Tomorrow from 3-4pm would work great for me. 

I look forward to receiving the link and speaking with you, 

. ! 

L_,_,_ b6 ,_,_,J 

On Mon, Oct 4, 2021 at 10:51 AM Safavi, Farinaz (NIH/NINDS) [E] i b6 jwrote: 
l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·-·-·-·-·-· 

Dear l_ ___ b6 ____ i 

Thank you very much for your email and history. We would like to schedule a televisit with you to gain 
more information from you . I will be available tomorrow from 11-lpm and from 3-4pm or Wednesday 
in the morning before noon. 

Please let me know and I can send you the link. 

Thank you 

Farinaz Safavi MD, PhD 

Division of Neuroimmunology and Neurovirology 

NINDS, NIH, Bethesda , MD 
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From:i ___________________ b6 __________________ i 
Sent: Saturday, October 2, 2021 10:48 AM 
To: Nath , Avindra (NIH/NINDS) [E]; Wiebold, Amanda (NIH/NINDS) [Fl 
Cc: Smith, Bryan (NIH/NINDS) rE]; Safavi, Farinaz (NIH/NINDS) rE];i b6 i 
f ·-·-·-·-·-·-·-·-·bs-·-·-·-·-·-·-·-·-; •-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

'Subject: Referral from L__·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-b6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 

Hello Dr. Nath and Team, 

My sincerest thank you for your willingness to help. Please see below for a more specific description of 
my case and applicable medical records. Amanda - let me know if you would like to discuss or any 
other next steps. I am incredibly grateful for your consideration of my case. 

Thank you, 

--·-·-·-·-·-·-·-·-· . 
! b6 ! 
l---·-·-·-·-·-·-·-·• 

Narrative of events: 

1 received the first dose of the Pfizer vaccine onr-·-·--b-6·-·--·-1 and the second onr·-·-·-·-·-b·G-·--·-·-: 1 began to 
•-·-·-·-·-·-·-·-·-·-·-·_; '·-·-·-·-·-·-·-·-·-·-·-·-·" 

_ex_perience,extreme weakness, a low grade fever and a sore throat shortly after and went to the ER on 
[__ _____ b6 _____ ___!Since then, a lot of other issues have emerged that are on the list below. I have seen my 
primary care physician, an infectious diseases specialist, an allergy specia list, and gynecologists. 
However, the cause of my symptoms has not been identified while the symptoms persist. I did not have 
any medical concerns before. 

Bloodwork (attached): 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 
i ! ; b6 ! 

i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 

i ; 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Tests completed that came back negative: 

! ! 

b6 
' . 
i.·-·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- • 
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b6 
Lastly, I had a CT scan done - no acute abnormality within the chest, abdomen, or pelvis to explain 
symptoms. When I saw the allergist, she said some of my symptoms (stuffiness, sore throat , tonsil pain) 
could be due to allergies. The test showed I experienced an aller_gic reaction to every category of 
allergens. However, I have never had allergies despite living ini b6-·ifor a very long time. 

l.---·-·-' 

List of Symptoms: 

Extreme weakness , fatigue and malaise since vaccine 
Low grade fever of 37.3 
Sore throat and tonsils, chest pain, feeling of inflammation in lungs, stuffiness 
Heart palpitations 
Prolonged menstrual periods (14 days), change in cycle, bleeding and spotting outside of period 
Rash of small red dots on arms, legs and torso, skin sensitivity and feeling of heat 
Severe night sweats 
Dizziness and tinnitus 
Joint , muscle and back pain 
Weight loss and muscle degeneration 
Loss of appetite 
Twitching all over body 

Veins protruding 
Brain fog 
New allergies 
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From: ! b6 ! 
L--·- ·-·-· - ·-·-·-·-· -·- ·-·-·- ·-· -·- ·-· -·- ·-· -·- ·-·-·- ·-· -·- ·-· -·- ·-· -·- ·-·-·- ·-· -·- ·-· -·- ·-· -·- ·-' 

Sent: 10/18/2021 7:00:40 PM 

To: Smith, Bryan (NIH/NINDS) [El [/o=Exchangelabs/ou=Exchange Admin istrative Group 

(FYDI BOH F 23SPDL T)/ cn=Recip ients/ cn=de 7bf3d6ad0046288fd8c35f33de3e57 L._ _____ b6 ____ ,_,! Safavi, Farinaz 

(NIH/NINOS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDI BOH F 23SPDL T)/ cn=Reci pients/ en =94807 ce 146e045d4b61655da26a0c246:_ ___ b6 _______ l 
CC: 

Subject: 

[ b6 ![/o=Exchangelabs/ou=Exchange Administrative Group 
\i=voiEiciH F 235-PDLT iJ;~:Re-c-ipie.~t·;kn = 768 f8 7 3 22a 624968 841 b8 b6310e5117 4C°--·-·- -b'if ·-·--·-·-: 
Re: Refe rra I t romr-·- - -·- - -·- -·-·- -·-·- -·-·--b6_,_,_ -·-·--·-·--·-·--·-·--·-·-1 '·--·-·--·---·---·-_, 

Attachments: :-·--------------- b6 ! 
i.-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·-· -·- ·- ·-·- ·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·-·-· 

Hi Bryan and Farinaz, 

I wanted to share two additional tests results that I have received. The first is[ __________________ b6 _______________ j 
L _____ b6 ____ j 

The_ second _is,L ___________________________________________________ b6 --------------------------------------------------- j ·-·-· 

b6 
I thought these may be relevant as you consider my case. 

Thank you, 
f b6 ! 
L--·-·-·-·-·-·-·-·-·-·-·-· . 

On Sat, Oct 2, 2021 at 10:47 AM : b6 !wrote: 
Hello Dr. Nath and T earn, '-·-·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·--·-·-·-·-·--·-·--·-·--·-·-·-·-·-·--·---·--·-·-·-' 

My sincerest thank you for your willingn ess to help. Please see below for a more specific description of my 
case and applicab le medical records. Amanda - let me know if you would like to discuss or any other next 
steps. I am incredibly grateful for your consideration of my case. 

Thank you, 
i b6 ! 
•·-·-·-·-·-·-·-·-·-·-·-·. 

Narrative of events: 
I received the first dose of the Pfizer vaccine on[ ::::::~:t ::::Jand the second on [::::~:f:::J !._~_~g<!~lJ<? __ experience 
extreme weakness, a low grade fever and a sore throat shortly after and went to the ER onL_ ____ bG ____ _:. Since 
then, a lot of other issues have emerged that are on the list below. I have seen my primary care physician, an 
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infectious diseases specialist, an allergy specialist , and gynecologists. However, the cause of my symptoms has 
not been identified while the symptoms persist. I did not have any medical concerns before. 

Bloodwork ( attached): 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· .. 

! 

b6 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Tests completed that came back negative: 

b6 
Lastly, I had a CT scan done - no acute abnormality within the chest, abdomen, or pelvis to explain symptoms. 
When I saw the allergist, she said some of my symptoms (stuffiness , sore throat, tonsil pain) could be due to 
allergies. The test showed I experienced an allergic reaction to every category of allergens. However, I have 
never had allergies despite living inl_ b6 Jor a very long time. 

List of Symptoms: 
Extreme weakness, fatigue and malaise since vaccine 
Low grade fever of 3 7 .3 
Sore throat and tonsils , chest pain , feeling of inflammation in lungs, stuffiness 
Heart palpitations 
Prolonged menstrual periods (14 days), change in cycle, bleeding and spotting outside of period 
Rash of small red dots on arms, legs and torso, skin sensitivity and feeling of heat 
Severe night sweats 
Dizziness and tinnitus 
Joint, muscle and back pain 
Weight loss and muscle degeneration 
Loss of appetite 
Twitching all over body 
Veins protruding 
Brain fog 
New allergies 
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From: 

Sent : 
To: 

CC: 

Subject: 

.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 
' ' b6 

'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
12/20/20211:37:43 PM 
Safavi, Farinaz (NIH/NINOS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYOI BO HF 23SPOL T)/ cn=Recip ients/ cn=94807 ce 146e045d4b61655da26a0c246:_ ______ b6 _______ i 

Nath, Avindra (NIH/NINOS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYOI BOHF23SPOL T)/cn=Recipients/cn=b81ca051950b4d458d74037a6a86ead61 b6 i 
Re: [EXTERNAL] Re: Per conversation withi·-·-·-·-·-bs-·-·-·-·-·-1 '-·-·--·-·-·-·-·' 

L--·-·-·-· - ·-·-· - ·-· - ·- ·-·- • 

Hi Farinaz , 

Yes, works for me! 

Thanks, 

L ______ b6 ·-·-·-· ! 

Sent from my iPhone 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--. 
On Dec 20, 2021 , at 5:45 AM, Safavi , Farinaz (NIH/NINDS) [E]l_ _________________________ ~~- --·-·-·-·--·-·-- ·-·-J 
wrote: 

Dead b6 i 
---·-·-·-·-·-·-·-·-·-· 

We can meet you at 4pm EST/3pm CST .If it works for you I will send you the link shortly . 
Best Regards, 

Farinaz 

From:: b6 i i.., ___________________________________________________________________________________________________________ • 

Sent: Sunday, December 19, 2021 5:23:56 PM 

To: Nath, Avindra (NIH/NINOS) [Eli b6 : 
Cc: Safavi, Farinaz (NIH/NINOS) [E]! i 
Subject: Re: [EXTERNAL] Re: Per c~-~;-~;;~ti~~--~ithi b6 --·-·--·-i 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Hi Dr. Nath, 

Sure, anytime after 1pm CST/2pm EST will work for me as well. How about 1:30pm CST/2pm 
EST? Or just let me know whatever time works best for you. 

Thanks so much, 
i ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-1 

; b6 ! 
! ' 
t-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

RE L000023057 5 



On Fri, Dec 17, 2021 at 8: 15 PM Nath, A vindra (NIH/NINDS) [E][ ________________ b6 ________________ j 
wrote: 

Sorry, just saw your email. How about Monday anytime after 1 pm CST/2 pm EST? 

Avi 

,·-·-·- ·-·-·- ·-·-·- ·-·-· - ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-· b 6-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-· ',·_ 

From : L_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· , 
Date: Friday, December 17, 2021 at 8:46 AM 
To: Nath, Avindra (NIH/NINDS) [E] j b6 j 
Cc: Safavi, Farinaz (NIH!NINDS) [E]i ! 
Subject: Re: [EXTERNAL] Re: Per c~nversatTon-w1th.i b6 -·--·-·-; 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

Hi Dr. Nath, 

Sure, can you let me know 6pm in what time zone? I am in central time zone. 

Thanks! 

1·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

i b6 1 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Sent from my iPhone 

On Dec 16, 2021 , at 8:57 PM, Nath , Avindra (NIH/NINDS) [E] 
: b6 :wrote: L ________________ J 

How about 6 pm tomorrow? I have copied Dr. Safavi to see if she can join us. 

Thanks 

Avi 

From:i b6 : 
l-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Date: Thursday, December 16, 2021 at 12:51 PM 
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. ' 
To: Nath, Avindra (NIH/NINDS) [FJ_! b6 __: 

Cc: Kwan , Justin (NIH/NIND S) [El· -·-·-·-·-·-·-·-·-·-·-·-~-~---·-·-·-·-·-·-·-·-_____ ] S afavi, F arinaz 
(NI~(tg~p_~)_[~Jl___ _________________ ---~-~·-______________ __l Wiebold, Amanda (NIH/NIND S) 

r_l~JL ____ -·-·--·-b s-·-____ '?._~---·-·--·-·T·-·-_______ .! smith, Bryan (NIH/NIND s) [E] 

•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
Subject: [EXTERNAL] Re: Per conversation with[ __________ b6 __________ j 

Hi Dr. Nath, 

Thanks so much for your email. I am free tomorrow (Friday) afternoon. 
Otherwise, next week I am flexible during the day and can likely work around 
any day/time you are available. 

Thank you! 

,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-} 
i i 

I b6 . 
i I 

i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

_On_Wed, _Dec__l5,_ 202_1_ at 9:45 PM Nath , Avindra (NIH/NINDS) [E] 
i b6 !wrote: 
1---·- ·-·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·-·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·-) 

Deari b6 ! 
··-·-·-·-·-·-·-·-·-·-·. 

We have reviewed your records and am eager to talk to you further about the 
possibility of enrolling you on our study. When might be a good time for us to 
talk? 

Best wishes. 

Avi 

From: Nath, Avindra (NIH/NINDS) [E] i_ ___________________ ~-~----·-·--·-·--·-·--_j 
Date:_ Tuesday) November 30.i 2021 at 2:47_ AM ---------- , 
To:! b6 !Kwan,Justin '-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·----- ----~· --·-·-·-·-·-·-·-·-·-·-·-·-·.;. 

_ (NIH/NINDS)__[E] L ________________ ~~-----·---·---·--] Safavi, Farinaz (NIH/NINDS) [E] 
i b6 [Wiebold, Amanda (NIH/NINDS) [E] ~----------------------
! b6 i Smith, Bryan (NIH/NINDS) [E] 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 
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, b6 , 
'subject: Re: Per convers~tion with: b6 i 

i,•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• I 

Dear[ _____ b6 ___ __! 

I am terribly sorry of hear of your illness. Yes, we would be glad to review all 
your medical records to determine if you would be eligible for one of our 
studies. I have copied several key members of our research team who will help 
review them with me. 

Best wishes. 

Avi 

Avindra Nath MD 

Chief, Section oflnfections of the Nervous System 

Clinical Director, 

National Institute of Neurological Disorders and Stroke 

National Institutes of Health, Bethesda, MD 

I b6 roffice) 

l_ ________________ -·-·-·-·-·-·_j( cell) 

: b6 ! 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

.. --·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-•-·-. 
From:! b6 ; 

i.•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• I 

Date: Monday, November 29, 2021 at 9:57 AM 
To: Nath, Avindra (NIH/NINDS) [E]i b6 i 
Subject: Fwd: Per conversation with ! ___________________________________________ _! 

Dear Dr. Nath, 

I recently spoke with! b6 iabout my post COVID vaccine and post-
l.---·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

COVID infection disease course. She suggested I write to you directly. In a 
brief summary, [_ __________ ~-~---·-·-·-·-jhad COVID in ! ________________ ~~----·-_J · Although I was 
around him, I never tested positive but was exposed. On i b6 :I had the 

L--·-·-·-· - ·-·- ·-· -·- ·-· -·- ·-· 
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first Pfizer vaccine. Around this time, I developed a mild foot drop in my right 
foot. Onl __________ b6 __________ __:I received my second shot and within two weeks, had 
developed full foot drop in. my right foot.. I_ was_ worked up extensively with _________ , 
EMG showingi b6 i 
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . '-·-·-·-·-·-·-·-·-r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~,...-._·_·_·_·_·_·1 
i b6 ihowever, MRI foundi b6 : I also 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• '-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
developed ~_rash on_myface_and Raynauds_ on myrightfoot. _My history is ____ _ 
notable fori b6 i 

i ••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• I 

In August IL._ __________________ ~~----·-·--·-·--·-·--_jAlthough the cold was mild I have 
developed partial foot drop on the left side and progressive weakness up my 
right leg and signs of weakness in my left leg. I have been given the diagnosis 
. -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
i b6 i 
!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 

I am writing to ask if this could be related to COVID and if I could be eligible 
to participate in research at the NIH. I would be willing to travel and am willing 
to provide test results to you via email prior to speaking with you if needed. 

Thank you for your time. 

Please feel free to reach out to set up a time to talk. 

All the best. 

--·-·-·-·-·-·-·-·-·-·1 
i b6 i 
··-·-·-·-·-·-·-·-•-•--' 
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From: 

Sent : 
To: 

Subject: 

Hi, 

: ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-b6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
1/22/2022 1:09:08 PM 

Safavi, Farinaz (NIH/NINOS) [El [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDI BO HF 23SPDL T)/ cn=Recip ients/ cn=94807 ce 146e045d4b61655da26a0c246L_ ____ ~-~---·-j 
Re: FW: [EXTERNAL]l _______ b6 ________ : 

,-·-·-·-·-·-·-•-. 
i b6 ! is the date of my second vaccine when I developed the reactions. 
l--·-·-·-·-·-·-·. 

Thank you 
i b6 : 
l--·- ·-·-·-·-·-·-·-·-·- ·-·-·- ·-·-·- · . 

On Fri , Jan 21, 2022 at 3 :06 PM Safavi , Farinaz (NIH/NINDS) [E] L--·--------- --~~------·---·---·-_iwrote: 

Can you please send me the exact date of your vaccination? 

Thanks 

Farinaz 

From: Safavi, Farinaz (NIH/NINDS) [El 
Sent: Friday, January 21, 2022 3:04 PM 
To: i b6 ! Wiebold, Amanda (NIH/NINDS) [El 
Subject: RE: [EXTERNAL]! b6 i 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

We can give you that letter.I will draft it and get approval from Dr.Nath and Amanda will send you the final 
version. 

Hope it helps . 

Best 

RE L0000230585 



Farinaz 

Farinaz Safavi MD, PhD 

Division ofNeuroimmunology and Neurovirology 

NINDS, NIH, Bethesda, MD 

From: l, _____________ b6 ·-·-·-·-·-·-,_,i 
Sent: Wednesday, January 19, 2022 10:14 PM 
To: Safavi, Farinaz (NIH/NINDS) [El 
Subject: [EXTERNAL]! b6 i 

•·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Hi, 

i i 

i b6 ! 
! 

i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

If you have any question, please let me know. 

Thanks! 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
! b6 i 
i·-·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-' 
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From: Safavi, Farinaz (NIH/NINOS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDI BOH F 23SPDL T)/CN =RECI Pl ENTS/CN =94807CE 146E045D4B61655DA26AOC246L_ ___ ~~---·-__i 
Sent: 3/6/20212:52:40 PM 
To: 

r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-bs·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·..; 

Subject: Re: Myself 

Sure,Let me discuss and we may ask!_ _______ b6 ________ ]for next step. 

, Thats a_ great. news_ that[==·===·===·===·=="'"'-·-_______________________________________ b6 ___________________________________________________________ i 
! b6 l 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 
You definietely can upload your imagings and we will review it with our team. 

Have a good weekend. 

Farinaz 

Farinaz 

From: L ___________________________________ b6 ________________________________ i 
Sent: Saturday, March 6, 2021 9:47:06 AM 

To: Safavi, Farinaz (NIH/NINOS) [E] i b6 ! 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Subject: Re: Myself 

Thank you Farinaz . I have been so frightened about this illness. I would prefer not to travel unless it is very 
important for my recovery . Could you and Dr. Nath speak withi _____ b6 ____ !and tell her your thoughts and what tests 
you want me to have . I would be happy to have another MRI and any blood tests . I would be happy to do them 
here if possible . _______________________________________________________ _ 

i Of note _is _the radiologist who read_ m~~RI told me that l_ ______________________________ !---~~---·--·-·--·--·-·--·-·- -·-·--·--·-·--·--i 
L--·- ·-·-·-·-· -·- ·-· -·- ·-·-·- ·-·-·- ·-·-·-·-·-·- ·-·-·-·-·-·- ·-·-·-·-·-·- ·-·-·-·-·-·- ·-·-·- ·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 

Thank you so much , 
i b6 ! 
L--·-·-·-·-·-·-·-·-· . 

Sent from my iPhone 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~ 
On Mar 6, 2021 , at 6:28 AM, Safavi, Farinaz (NIH/NINDS) [E] i b6 i 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
wrote: 

1·-·-·-·-·-·-·-·-·-·-·-·. 
! b6 i 
L--·-·-·-·-·-·-·-·-·-·-• 

There is not reason to be concerned. Dr.Nath completely agreed with what I already explained to 
you about potential underlyin g mechanisms of your symptoms. 

The reason we thought it might be be better to bring you here is that we have outstanding 
resources at NIH includ ing very sensitive MRI and cutting edge research availabilities that are 
not available in other institutions which may help us to find objective evidence of your problem 
otherwise ,x,1e still think your symptoms slowly recover. 

REL0000230777 



I am also aware about [_·-·-·---~~----·-·-·Jconversation with Dr .Nath and if you can not come over due to 
covid situation which is very understandable we can coordinate with her to see whether she can 
collect some samples for us. 

There is nothing to worry about.The big picture of your issue is exactly the same as we already 
discussed. 

let me know if I can be any of help . 

Farinaz 

From: l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-b6 -·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-.i 
Sent: Saturday, March 6, 2021, 9:08 AM 
To: Safavi , Farinaz (NIH/NINDS) [E] 
Subject: Re: Myself 

Hi F arinaz, ,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
}__~!!1._Y._~~Y._1:1~_r-'::ous to travel due to s~'.'..t~-~ts..~~:J_sj!E<?..'.'.'.'_i~_l~!~-~o these tests in!__ ______ ~~----·---l 
L_ ___________ ~-~---·-·-·-·-·-jis my neurologist a(_ ___________________________ ~~---·-·-·-·-·--·-·--·-·--___iand knows Dr. Nath. She told 
me she spoke with him a couple of days ago. 
Now I am very frightened. What does Dr. Nath suspect had happened to me? What does he want 
to look for? 
Could we speak on_ the phone? .. 
My number is! b6 i 

'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 
,Thank_ you so much, 
i b6 1 
L.-·-·-·-·-·-·-·-·-·-·-·~ 

Sent from my iPhone 

On Mar 6, 2021, at 5:01 AM, Safavi, Farinaz (NIH/NINDS) [E] 
l_ ________________________ b6 _________________________ i wrote: 

Dear! b6 ] 
'-·-·-·-·-·-·-·-·-·-·-· . 

l discussed your case with Dr.Nath(NINDS clinical director) and we are 
wondering is it feasible for you to travel? We might be able to coordinate bringing 
you here at NIH and perform several testing including sensitive MRI and lab 
works to understand underlying mechanism of your symptoms . 
Please let me know your thoughts. 
Thank you 
Farinaz 

From: l_ ____________________________________ b6 __________________________________ ___: 
Sent: Wednesday, March 3, 2021, 5:47 PM 
To: Safavi, Farinaz (NIH/NINDS) [E] 
Subject: Re: Myself 

Hi Farinaz, 

REL0000230777 



Friday 3/5 from 3-5 will work. 
I am in L_. ____ ~---'°'~·-·-·1--·-j 
I can gather some records if you like. Do you have access to Epic emr? 
Thanks so much, 

i b6 ! 
'-·-·-·-·-·-·-·-·-·-· . 

Sent from my iPhone 

On Mar 3, 2021, at 2:41 PM, Safavi, Farinaz (NIH/NINDS) [E] 
l_ _____________________ b6 _________________ !wrote: 

Please kindly let me know which of the following dates/ times works for 
you to meet? I will send you the MS teams link accordingly. 

Friday 3/5 3-5 ET 

Tues 3/9 3-5 ET 

Thurs 3/11 3-5 ET 

Thank you 

Farinaz 

Farinaz Safavi MD, PhD 

Division of Neuroimmunology and Neurovirology 

NINOS, NIH, Bethesda, MD 

From:[ ________ b6 ·-·--·-·- : 
Sent: Wednesday, March 3, 20214:24 PM 

To: Safavi, Farinaz (NIH/NINOS) [E] 

Subject: Re: Myself 

Please let me know when I can have a visit. Thanks, 

L_ ______________ b6·-·-·-·-·-·-·-__! 

Sent from my iPhone 

On Mar 2, 2021, at 8:03 PM, Safavi, Farinaz (NIH/NINOS) 

[Ell _______________ b6 ______________ _Jwrote: 

Deari b6 i 
·-·-·-·-·-·-·-·-·-·-·-·-·' 

I am really sorry to hear about your symptoms. We 

definitely can schedu le a televisit in mutually 
convenient time to go over the details. I will coordinate 

with our team and get back to you tomorrow. 

Best Regards, 

Farinaz 

REL0000230777 



Farinaz Safavi MD, PhD 

Section of Infections of the Nervous System 

Division of Neuroimmunology and Neurovirology 

NINOS, NIH 

From: Nath, Avindra (NIH/NINOS) [Ej 
Sent: Tuesday, March 2, 2021 9:04 PM 

To:! b6 i 
Cc: Safavi, Farina; (NIH/NINOS) [Ej; Wiebold, Amanda 

(NIH/NINOS) [Ej; Smith, Bryan (NIH/NINOS) [Ej 
Subject: Re: Myself 

Dea(_ ________ b6 _______ __j 
I am terribly sorry to hear of your illness . We are 

following several patients with neurological symptoms 

from the COVID vaccines I have copied members of my 

research team who will get in touch with you. Dr. Safavi 

is leading the effort and will do a televisit and then we 

will like to obtain some medical records and blood 

samples . You would need to be enrolled on to our 

research study for this purpose. Our hope to try and 

identify if there is some kind of molecular mimicry 

between vaccine and the antigens in the nervous 
system. 

With best wishes. 

Avi 

Avindra Nath MD 

Chief, Section of Infections of the Nervous System 

Clinical Director, 

National Institute of Neurological Disorders and Stroke 

National Institutes of Health, Bethesda, MD 

[ b6 j(Office) 
! :(cell) 
'-::::::::::::::::::::::::::::::-·-·-·-·-·-·-· .. 
! b6 ! 
L.-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·i 

,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
On 3/2/21, 4:54 PM,i b6 i 

. •-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•J..,.. ... .,....,. ... .,.. I •-• -•- •- •-•- •- •-•- •~ 

i b6 :wrote : 
L-- ·-· -·-·- ·-·-·- ·-·-· -· -·-·- ·-·-·- ·- ·-·- ·-·-· -· -·-·- ·-· . 

Hi Dr. Nath, 
My name isi b6 j I was given your name 
-·-·- ·-·-·- ·-· -·- ·-·-·- ·l•••••••••••-·-·- ·-·-·- ·-·-·-·-·-·-· . 

b~ b6 : 
L--·- ·-·-·- ·,•••• •••••• •••••••••••••-·-·- ·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. ·-·-·-·-·-·-·-·-·-·-·-·-·-· .. 

I am a L-·-·-·-·-·-·-·-·-·-·-·-·-·-·-b..~.---·-·-·-·-·-·-·-·-·-·-·-·-· l in L_ _____ -~-~- ______ i 
who had a severe reaction to the Pfizer Covid Vaccine 

f._ _________ ~§ _________ __J I was previously healthy and 30 minutes 

after receiving the vaccine developed burning in my 

face, had a pre-syncopal event and my blood pressure 

REL0000230777 



spiked very high . I initially became bedr idden for one 

week w it h severe malaise and paresthesias in my face 

and tongue . I also felt a tight band like 

constriction around my chest. I was treated with 
i b6 : 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--' 
Since that time, energy has improved but I have severe 
paresthesias in my face, head, tongue and mouth, 

chest, abdomen and limbs. At times they are 

incapacitating. I feel a vibration in my head and 

hands. The tight band around my chest persists. I have 

had extensive negative neurological and 

rheumatological work up and have seen several doctors 
inf.bs7who have no clue what has happened to me .r-·-b6-·-7 
- L.-.':.·-• - - - ,-·-·- ·-·-·- ·-·-·-• 1•-·-·-•-·-·-·-·-·-·-·-·-•-·-·-•-·-·-·-·-·-·-·-·-• '·-·-·-·-,-·-·• r- -b6 .. :at! b6 !found! b6 ! l .i L--·-·-·-·-·-·-·-·· L-b·s-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' ! 

(~~~~~~~~~~~~~~:~:~§~:~:~:~:~:~:~:~:~:]~-~~ L,c:cscsc:cs~~,csc:cscs\-___i at i·-·---~~----.f p U t ; 
me on L_ ______________________ b6 ---·-·-·-·-·-·-·-·-·-·-·-·-·-·: 

Are you aware of these reactions and what is causing 

them? Is there anything that can help me? I am quite 

incapacitated. I have collected a group of people whom 

I met through the internet with similar reactions to 

mine. Several are physicians as far away as France and 

Argentina . Pfizer, the FDA and CDC have been 

unhelpful. 

Any help or insight you can give me would be most 

appreciated. 

Sincerely, 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-L. ______________ b6 _______________ ; 

Sent from my iPhone 

REL0000230777 



From: Safavi , Farinaz (NIH/NINOS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=94807CE146E045D4B61655DA26AOC246i b6 ! 
t--·-·-·-·-·-·-·-·-· .. 

Sent: 3/3/202111:54:02 PM 

To: i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· b6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 
Subject: RE: Myself 

Thank you. Our research nurse will send you the link. 
Farinaz 

From: l__ -·-·-·-· b6 _________ ___: 
Sent: Wednesday, March 3, 2021 5:47 PM 
To: Safavi, Farinaz (NIH/NINOS) (Ej 
Subject: Re: Myself 

Hi Farinaz, 
Friday 3/5 from 3-5 will work. 

I am inL_ ______ b6 ______ i 
I can gather some records if you like. Do you have access to Epic emr? 
Thanks so much , 

i b6 I 
l-•-•- • -•-•- •- •-•- • -•-} 

Sent from my iPhone 

On Mar 3, 2021, at 2:41 PM, Safavi, Farinaz (NIH/NINOS) (E]i b6 !wrote: 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Please kindly let me know which of the following dates/ times works for you to meet? I will send you the 
MS teams link accordingly. 
Friday 3/5 3-5 ET 
Tues 3/9 3-5 ET 
Thurs 3/11 3-5 ET 

Thank you 
Farinaz 

Farinaz Safavi MD, PhD 
Division of Neuroimmunology and Neurovirology 
NINOS, NIH, Bethesda, MD 

From: b6 
Sent: Wednesday, March 3, 2021 4:24 PM 

RE L0000230800 



To: Safavi, Farinaz (NIH/NINDS) [E] 

Subject: Re: Myself 

Please let me know when I can have a visit. Thanks, 

i b6 ! 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

Sent from my iPhone 

On Mar 2, 2021, at 8:03 PM, Safavi, Farinaz (NIH/NINOS) [E]i b6 i 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

wrote : 

Dear! b6 i 
L·-·-·-·-·-·-·-·-·-·- • 

I am really sorry to hear about your symptoms. We definitely can schedule a televisit in 

mutually convenient time to go over the details. I will coordinate with our team and get 
back to you tomorrow. 

Best Regards, 

Farinaz 

Farinaz Safavi MD, PhD 

Section of Infections of the Nervous System 

Division of Neuroimmunology and Neurovirology 

NINDS, NIH 

From: Nath, Avindra (NIH/NINOS) [Ej 
Sent: Tuesday,_March 2, 20219:04 PM 
To~ b6 i 

'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
Cc: Safavi, Farinaz (NIH/NINOS) [Ej; Wiebold, Amanda (NIH/NINOS ) [Ej; Smith, Bryan 

(NIH/NINOS) [Ej 
Subject: Re: Myself 

Dead b6 i 
•·-·-·-·-·-·-·-·-·-·-·. 

I am terribly sorry to hear of your illness. We are following several patients with 

neurological symptoms from the COVID vaccines I have copied members of my research 

team who will get in touch with you. Dr. Safavi is leading the effort and w ill do a televisit 

and then we will like to obtain some medica l records and blood samples. You wou ld 

need to be enrolled on to our research study for this purpose. Our hope to try and 

identify if there is some kind of molecular mimicry between vaccine and the antigens in 

the ne rvous system. 

With best wishes. 

Avi 

Avindra Nath MD 

Chief, Section of Infections of the Nervous System 

Clinical Director, 

National Institute of Neurological Disorders and Stroke 
National Institutes of Health, Bethesda, MD 

l-----~~ ____ j:~::i\ce) 

RE L0000230800 



L·-·-·-·-·-·-·-·-·-·-· b 6 ·-·-·-·-·-·-·-·-·-·-·l 

On 3/2/21, 4:54 PM, l._·--·-·---·---·---·---·---·- b6 __ ·---·---·---·---·---·---·Jwrote: 

Hi Dr. Nath, 

My name is[~~~~~~~~~~~~~~~~~~~~~~~~~~~~~J I was given your name by[:::::::::::~~::::::::::J 
I am ai b6 :in r-·-·-·-·-bs·-·-·-·-·-1who had a severe reaction to the 

'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· L--·-·-·-·-·-·-·-·-·-·-· .. 

Pfizer Covid Vaccine! b6 i I was previously healthy and 30 minutes after 
l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-

rece ivi ng the vaccine developed burning in my face, had a pre-syncopal event and my 
blood pressure spiked very high. I initially became bedridden for one week with severe 
malaise and paresthesias in my face and tongue. I also felt a tight band like 

constriction around my chest. I was treated with:·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-b..~.-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-__: 
l_ __ ·-·--·-b6_. __ ._. _ __iSince that time, energy has improved but I have severe paresthesias in 
my face, head, tongue and mouth, chest, abdomen and limbs . At times they are 
incapacitating. I feel a vibration in my head and hands. The tight band around my chest 
persists . I have had extensive negative neurological and rheumatological work up and 

have seen several doctors in[~~~Who have no clue what has happened to me.C::::~fJ 

~c,c,cc::,,,,c,~:,~,~,c,ccc::~,c,c~~;~~c::,~,c,c,c,c,c,c;··· ............... )and l. __ -·-··-·· ~:~ .... ··-·-.1 at [ ...... ~.~······IP ut me· 0 n. ] 
i b6 ! 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·"' 

Are you aware of these reactions and what is causing them? Is there anything that can 
help me? I am quite incapacitated. I have collected a group of people whom I met 
through the internet with similar reactions to mine. Several are physicians as far away as 

France and Argentina . Pfizer, the FDA and CDC have been unhelpful. 
Any help or insight you can give me would be most appreciated . 

.. Sincerely, ·-·-·-·-·-·-·-·-·~ 
! b6 i 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Sent from my iPhone 

RE L0000230800 



From: Safavi, Farinaz (NIH/NINOS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDI BOH F 23SPDL T)/CN =RECI Pl ENTS/CN =94807CE146E045D4B61655DA26AOC246i.__ ______ b6 _____ ___! 

Sent: 1/5/2022 9:58:26 PM 
To: 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· b6·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 
Subject: RE: [EXTERNAL] Post covid vaccine neurological complications 

Dear[ ·-·-·-·-· b6 ________ i 
Thank you for your email. I am glad you tolerated J&J vaccines.In terms of your question,! would like to clarify that our 
research at NIH is on molecular/cellular immunopathogenesis causing adverse events to vaccine which is quite different 
from epidemiological studies that FDA and CDC eventually will answer with large databases. 
Sorry that I can not be any of more help . 
Please let me know if you have any more questions or concerns. 
Best Regards 

Farinaz Safavi MD, PhD 
Division of Neuroimmunology and Neurovirology 
NINOS, NIH, Bethesda, MD 

. ' FromL ________ b6 _________ : 
Sent: Tuesday, January 4, 2022 12:49 PM 
To: Safavi, Farinaz (NIH/NINOS) [Ej 
Subject: Re: [EXTERNAL] Post covid vaccine neurological complications 

Hello Dr. Safavi, 

As a participant in one of your research projects I was wondering if you have any results regarding neurologic 
complications post Covid vaccination particularly the mRNA vaccines . 

Is there increased incidence of neurologic autoimmune disorder relative to the general population incidence 
or relative to other vaccinations? 

To refresh your memory, I developed! b6 ishortly after a single dose of the pfizer covid 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.I 

vaccine. I fully recovered and have since taken the J&J vaccine x 2 with no ill effects. 
I am carefully considering possibility of future vaccination with one of the mRNA covid vaccines as they are 
reported to be the most effective. So, I am wondering if you have any results. 

Thanks, 
! ! 

! b6 . 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

From: Safavi, Farinaz (NIH/NINOS) [E]i b6 ! 
~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Sent: Thursday, April 1, 2021 9:35 AM 

RE L0000230898 



To:[ ___________________________________________ -·-· b6 ___________ -·-·-·-·-·-·-·-·-_____ -·-·-·-·-·-·-___ : 
Subject: Re: [EXTERNAL] Post covid vaccine neurological complications 

Thank you very much i b6 !Really appreciate it. 
'·-·-·-·-·-·-·-·-·-·-·-·-·· 

Farinaz 

From:i b6 : 
l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

Sent: Thursday, April 1, 2021 9:32:38 AM 
To: Safa vi, Fa ri naz (NIH/NINOS) [ E] l_ ___________________ !>_6._ _______________________ j 

Subject: Re: [EXTERNAL] Post covid vaccine neurological complications 

Hi Dr. Safavi, 

I have sent signed consent forms to Anna Wiebold (nurse assisting on research) 

Attached are office notes andi b6 ifrom my neurologist. Also attached are reports from thel _______ b6 ______ i 
~--·-·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-·1 ·-·-·-·-·- ·-·-·- ·-·-·-) 
i b6 ! 
L--·- ·-·-·- ·-·-·- ·-·-·- ·-· -·- ·-· -·- ·-·- ·- ·- ·-· • 

CD copies of the imaging is a little more difficult to get to you. You could try calling the neurology office or the 

MRI imaging secretary's directly~ b6 i 
l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

Thanks 

i-·-·-·-·-·-·-·-·-· b6 -·-·-·-·-·-·-·-·-·j 

From: Safavi, Farinaz (NIH/NINOS) [E] [ b6 j 
'-·- ·-·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·-·-·- ·J 

Sent: Monday, March 29, 2021 5:20 PM 

To : l_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· b6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ] 
Subject: Re: [EXTERNAL] Post covid vaccine neurological complications 

Dure ,I will send you MS teams link for the televist. 
Thank you very much! 
Best Regards, 

Farinaz 

From::_ ____________________________________ ~~---_____________________________ i 
Sent: Monday, March 29, 20215:17:32 PM 
To: Safavi, Farinaz (NIH/NINOS) [E]l _______________ !>_6._ ____________ j 

Subject: Re: [EXTERNAL] Post covid vaccine neurological complications 

OK. 10am is ok. 
I will complete the consent forms after we talk. I do plan on participating. 

' . 

1 b6 
i.-·- ·· ·-·- ·- ·-·- ·- ·-·- ·- ·-·- ·- ·-·- · ! 

From: Safavi, Farinaz (NIH/NINOS) [E] i b6 i 
~-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Sent: Monday, March 29, 202112:10 PM 

To:[_ _______________________________ b6 ----- ---- ---- ---- ---- ---- ---- ---- --- ]Wiebold, Amanda (NIH/NINOS) [E] 

RE L0000230898 



l-·-·-·-·-·-·-·-·-·-·-·-·-·-· b6 ·-·-·- ·-·-·- ·-·-·- ·-·-·- ·-·-l 
Subject: RE: [EXTERNAL] Post covid vaccine neurological complications 

Sure,ls tomorrow at 10am work for you? If so I will send you televisit link. 

I also would like to follow up with you regarding consent and medical release form.Have you received them. Please 

kindly let us know. 
Thank you 

Farinaz 

Farinaz Safavi MD, PhD 

Division of Neuroimmunology and Neurovirology 

NINOS, NIH, Bethesda, MD 

From:i b6 : 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Sent: Sunday, March 28, 2021 8:56 PM 

To: Safavi, Farinaz (NIH/NINOS) (E] 
Subject: Re: [EXTERNAL] Post covid vaccine neurological complications 

This week I could do a televisit: 
Monday Afternoon 
Tuesday Morning 
Thursday or Friday- Flexible 

! i 

. b6 ! 
'--·-·-·-·-·-·-·-·-·-·-·. 

From: Safavi, Fa ri naz (NI H/ NI ND S) [ E] ··-·-·-·-·-····-·-·-··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-····­
Sent: Friday, March 26, 20219 :52 AM 
To:[ ________________________________________________ b6 __________________________________________ __j 
Subject: RE: [EXTERNAL] Post covid vaccine neurological complications 

Dear[. _______ b6 _______ l 
Hope all is well.I would like to follow up with you to find a mutual convenient time to schedule a televisit . 

Please let me know what days work the best for you? 

Thank you 

Farinaz 

Farinaz Safavi MD, PhD 

Division of Neuroimmunology and Neurovirology 

NINOS, NIH, Bethesda, MD 

From:[_ __________________ b6 ·-·-·-·-·-·-·-·-·-· i 
Sent: Sunday, March 21, 2021 8:27 PM 

To: Safavi, Farinaz (NIH/NINOS) (E] 
Subject: Re: [EXTERNAL] Post covid vaccine neurological complications 

RE L0000230898 



I am interested in participating. 

'·-·-·-·-·-·-·b6 ·-·-·-·-·-· ! 

From: Safavi, Farinaz (NIH/NINOS) [El! l::>6 f 
Sent: Thursday, March 18, 2021 3:41 PM 
Toi b6 : 

'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 
Subject: RE: [EXTERNAL] Post covid vaccine neurological complications 

Dear[ __ -·-·-- ·-· b6 __ -·-·- ___ j 
Thank you very much for your respond. 
Basically for this research we just need to meet with you through televisit once talking about your issue and our research 
team coordinate to get consent to receive your medical records and possibility of sending us serum samples. This is not 
a study with many long questionnaire and mainly we are trying to characterize COVID vaccine side effects and 
potentially propose the pathogenesis. 
I would be happy to answer any questions and really appreciate if you kindly let me know are you interested to proceed 
with our protocol. 
Best Regards, 

Farinaz 

Farinaz Safavi MD, PhD 
Division of Neuroimmunology and Neurovirology 
NINOS, NIH, Bethesda, MD 

.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
From:! b6 ; 

'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
Sent: Wednesday, March 17, 20219:17 PM 
To: Safavi, Farinaz (NIH/NINOS) [E] 
Subject: Re: [EXTERNAL] Post covid vaccine neurological complications 

Dear Dr. Safavi, 

I would be happy to participate in your study as long as it isnt too burdensome . 

As regards my symptoms: They gradually improved and in early February there was very little residual mostly 

or only consisting of right hand ulnar sided mild paresthesia. As of early March all symptoms are resolved. I 
had a[_ _____________________ b6 ______________________ _]which began 9 days after symptom onset. 

Please feel free to contact me and I can provide more information as needed. 

Best 

L_ ___ . ___ b6 ·-·-·-·_J 

From: Safavi, Farinaz (NIH/NINOS) [Elf b6 T 
Sent: Wednesday, March 17, 20211 :24 PM 

To:[ __ -·-·--·-·--·-·--·-·--·-·--·-·-___________ b6 _____________________________________ l 
Subject: [EXTERNAL] Post covid vaccine neurological complications 

Dear[__ ________ b6 ___________ ] 

RE L0000230898 



My name is Farinaz and I am one of Dr.Nath's team member at NINDS. We started an effort to study post covid vaccine 
neurological complications here and Dr.Nath informed me about your[ __________________ b6 __________________ !post l51 dose of vaccine . I am 

writing to ask you how your symptoms are going currently and are you interested in providing us with more information 

about your disease or contribute in our study? 

Thank you very much for your consideration and look forward to hearing from you. 
Best Regards, 

Farinaz Safavi MD, PhD 

Division of Neuroimmunology and Neurovirology 

NINDS, NIH, Bethesda, MD 
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