
Control # Status Status Date .
2015-4481 Withdrawn Closed w/o 

Charges 
06/12/2015 ON-LINE

Recd date: Due Date Agency 
Track Privacy Do Not Release

06/08/2015 07/07/2015 Complex N N

Requester Signature

PFIZER Margaret Sestrom on behalf of Azzura Ravizza

Requester Address Primary Phone Email

445 Eastern Point Road, Groton, CT 
06320, US 860-441-6224 margaret.m.sestrom@pfizer.com

Bill To Actual Fees (All Offices)

PFIZER 445 Eastern Point Road, Groton, CT 06320, US, Attn: 
Margaret Sestrom on behalf of Azzura Ravizza, 860-441-6224, 
margaret.m.sestrom@pfizer.com

$0.00

Requester Reference Date Range Requester Type

04/01/2014 - 06/30/2014 C

Subject

FAERS REPORTS

Orig. Subject

Safety Reports FAERS database - information is attached to the request.

Entered By PHS #

KOTLER, SARAH B

Page 1 of 1

3/28/2022https://adminapps.fda.gov/FOI/quick_query.jsf
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2020-5641        

                
    

Reproduction: $0.50     Search: $11.50    Review: $11.50   Other: (CD) $0.00      TOTAL: $23.50 

Eli 
Landy -S

Digitally signed by Eli Landy -S 
DN: c=US, o=U.S. Government, 
ou=HHS, ou=FDA, ou=People, 
cn=Eli Landy -S, 
0.9.2342.19200300.100.1.1=2000
482461 
Date: 2020.08.03 16:38:20 -04'00'
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Enclosure: Tobramycin (Nebcin) MedWatch Reports (5 Pages) 
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Printer: CDPEDQ5

User: STEPPERH

Date - Time: 03-Aug-2020 03:54 PM

Total Number of Cases (Non-Esub):   2

Total Number of Pages: 4

Print Job Number: 22655

 

Disclaimers:

Submission of a safety report does not constitute an admission that medical personnel, user

facility, importer, distributor, manufacturer or product caused or contributed to the event. The

information in these reports has not been scientifically or otherwise verified as to a cause and

effect relationship and cannot be used to estimate the incidence of these events.

___________________________________________________________________________

Data provided in the Quarterly Data Extract (QDE) or a FAERS FOIA report are a snapshot of

FAERS at a given time. There are several reasons that a case captured in this snapshot can be

marked as inactive and not show up in subsequent reports. Manufacturers are allowed to

electronically	delete reports they submitted if they have a valid reason for deletion. FDA may

merge cases that are found to describe a single event, marking one of the duplicate reports as

inactive. The data marked as inactive are not lost but may not be available under the original case

number.

 

 

Processed Case Id's for Images: 	       

5181885     5333314    

 

 

 

 

Failed Case Id's for Images: 		     

 

Total Failed Cases: 0
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CaseID: 5181885
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CaseID: 5333314
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Control # Status Status Date .
2020-5641 Closed 08/04/2020 ON-LINE

Recd date: Due Date Agency 
Track Privacy Do Not Release

08/03/2020 08/31/2020 Simple N N

Requester Signature

PFIZER lester reich

Requester Address Primary Phone Email

202 nelson street, brooklyn, NY 11231, US 718-208-6310 lester.reich@pfizer.com

Bill To Actual Fees (All 
Offices)

PFIZER 202 nelson street, brooklyn, NY 11231, US, Attn: lester reich, 718-
208-6310, lester.reich@pfizer.com $23.50

Requester Reference Date Range Requester Type

07/01/1994 - 02/01/1996 C

Subject

2 adverse reaction forms containing narratives SRS FAERS data extract q1 2020 case 1. 01682400-ISR 
# initial FDA date-12-7-95 suspect drug tobramycin case 2. 01524673 ISR # Initial FDA date 11-18-
1994 suspect drug tobramycin

Orig. Subject

2 adverse reaction forms containing narratives SRS FAERS data extract q1 2020 case 1. 01682400-ISR 
# initial FDA date-12-7-95 suspect drug tobramycin case 2. 01524673 ISR # Initial FDA date 11-18-
1994 suspect drug tobramycin

Entered By PHS #

KOTLER, SARAH B

Page 1 of 1

3/25/2022https://adminapps.fda.gov/FOI/quick_query.jsf
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Dina B. Tresnan, DVM, PhD 
Pfizer Inc.   
Eastern Point Rd, MS8260-1188 
Groton, CT 06340 
 

 
 
 

 
 
Rochelle A. Coleman 
Office of the Executive Secretariat  
Division of Freedom of Information 
U.S. Food and Drug Administration 
Tel: 301-796-8982 
rochelle.coleman@fda.hhs.gov  

 
Friday, 18 December 2020 
 
 
RE:  Request for reports of VAERS cases 902568, 902794, and 902758 
 
Dear Rochelle, 

We received a query to EUA 27034 for COVID-19 vaccine BNT162b2 regarding allergic 
reaction including anaphylaxis cases mentioning VAERS IDs 902568 and 902794 as well as 
non-serious events including a case of possible anaphylaxis for VAERS ID 902758. It was 
indicated that we may request a copy of redacted VAERS report via FOIA. Both anaphylaxis 
reports and possible anaphylaxis report were associated with Lot EK5730. 
This is a request for these VAERS reports to be sent in an expedited manner as soon as 
possible. 
 
Thank you in advance. 
 
Sincerely, 
 

Dina B. Tresnan 
 
Dina B. Tresnan, DVM, PhD 
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Dina B. Tresnan, DVM, PhD 
Pfizer Inc.   
Eastern Point Rd, MS8260-1188 
Groton, CT 06340 
 

 
 
 

Rochelle A. Coleman 
Office of the Executive Secretariat  
Division of Freedom of Information 
U.S. Food and Drug Administration 
Tel: 301-796-8982 
rochelle.coleman@fda.hhs.gov  
 

Wednesday, 30 December 2020 
 
 
RE:  Request for reports of VAERS cases itemized below 
 
Dear Rochelle, 

We received a query to EUA 27034 for COVID-19 vaccine BNT162b2 regarding anaphylaxis 
cases mentioning multiple VAERS IDs (see below email from FDA). It was indicated that we 
may request a copy of redacted VAERS report via FOIA.   
This is a request for the below VAERS reports to be sent in an expedited manner as soon as 
possible. 
 

 
From: Smith, Michael (CBER) <Michael.Smith2@fda.hhs.gov>  
Sent: Tuesday, December 29, 2020 11:33 AM 
To: Harkins Tull, Elisa <Elisa.HarkinsTull@pfizer.com>; Devlin, Carmel M 
<Carmel.Devlin@pfizer.com> 
Cc: Naik, Ramachandra <Ramachandra.Naik@fda.hhs.gov> 
Subject: [EXTERNAL] EUA 27034: IR regarding allergic and anaphylactic reactions 
 
Elisa and Carmel, 
 
The review team has the below Information Request (IR) for Pfizer regarding allergic and anaphylactic 
reactions.  Please confirm receipt of this IR and the review team has requested a response within the week. 
 
Reference is made to your EUA 27034 authorized on December 11, 2020. 
 
Allergic and Anaphylactic Reactions. We are aware of at least 21 confirmed cases of anaphylaxis, as well as 
numerous allergic reactions from the recent post-authorization use of the Pfizer-BioNTech COVID-19 vaccine. 
Anaphylaxis rarely occurs after vaccination, with an expected incidence of approximately one per million doses (1), 
and thus is occurring more frequently than expected with use of the Pfizer-BioNTech COVID-19 vaccine. Thus, 
allergic and anaphylactic reactions are an important identified risk of your product. Please add Allergic and 
Anaphylactic Reactions to your pharmacovigilance plan (PVP) as an important identified risk. Your revised PVP 
should include strategies for evaluating and monitoring potential cases of anaphylaxis. In addition, please analyze 
cases of anaphylaxis as a component of your monthly periodic safety reports.  
 
Please provide your response within one week. 
 
The VAERS IDs for the anaphylaxis cases are listed below. Please note that you may request a copy of redacted 
VAERS reports via FOIA.  Some pertinent clinical information about these cases were obtained through direct 
communication with providers, and this information may not be reflected in initial reports submitted to VAERS.  
 

902557 903469 904055 906741 907836 
902794 903537 904334 906970  
903197 903922 905674 906988  
903243 903945 906002 907019  
903400 904033 906056 907173  
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Reference 
1.         McNeil MM, Weintraub ES, Duffy J, Sukumaran L, Jacobsen SJ, Klein NP, Hambidge 

SJ, Lee GM, Jackson LA, Irving SA, King JP, Kharbanda EO, Bednarczyk RA, 
DeStefano F. Risk of anaphylaxis after vaccination in children and adults. J Allergy Clin 
Immunol. 2016 Mar;137(3):868-78. doi: 10.1016/j.jaci.2015.07.048. Epub 2015 Oct 6. 
PMID: 26452420; PMCID: PMC4783279. 

 
Regards, 
 
Mike 
 
Mike Smith, Ph.D. 
Captain, USPHS 
 
Senior Regulatory Review Officer 
Food and Drug Administration 
Center for Biologics Evaluation & Research 
Office of Vaccines Research & Review 
Division of Vaccines and Related Products Applications 
Tel: 301-796-2640 
michael.smith2@fda.hhs.gov 

 
 

         
 
 
 
Thank you in advance. 
 
Sincerely, 
 

Dina B. Tresnan 
 
Dina B. Tresnan, DVM, PhD 
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January 11, 2021
Dr. Dina Tresnan
Pfizer Inc
1 Ascot Lane
Old Lyme Ct. 06371

In reply refer to file: F2021-119

Dear Dr. Tresan,

This is in reply to your Freedom of Information Act (FOIA) request dated December 30, 2020,
in which you requested “we received a query to EUA 27034 for Covid-19 vaccine BNT162b2 
regarding anaphylaxis cases mentioning multiple VAERS IDs… It was indicated that we may 
request a copy of redacted VAERS reports via FOIA.  This is a request for the below VAERS 
reports to be sent in an expedited manner as soon as possible.” The VAERS IDs listed in your 
FOIA request were:
902557 903469 904055 906741 907836
902794 903537 904334 906970
903197 903922 905674 906988
903243 903945 906002 907019
903400 904033 906056 907173
Your request was received in the Center for Biologics Evaluation and Research on January 5, 
2021.

Enclosed please find the results of a query of the Vaccine Adverse Event Reporting System 
(VAERS) using the search parameters listed in your FOIA request. Please note that during a 
telephone conversation with Catherine Wilusz on January 6, 2021, you stated that medical 
records would not be considered responsive for this FOIA request.

We have withheld portions of pages under Exemption (b)(6), 5 U.S.C. § 522(b)(6).  That 
exemption protects information from disclosure when its release would cause a clearly 
unwarranted invasion of personal privacy.  FOIA Exemption 6 is available to protect 
information in personnel or medical files and similar files.  This requires a balancing of the 
public’s right to disclosure against the individual’s right to privacy.

You have the right to appeal this determination.  By filing an appeal, you preserve your rights 
under FOIA and give the agency a chance to review and reconsider your request and the 
agency’s decision.  
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U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
w ww.fda.gov

Your appeal must be mailed within 90 days from the date of this response, to: 

Director, Office of the Executive Secretariat
US Food & Drug Administration
5630 Fishers Lane, Room 1050
Rockville, MD 20857
E-mail: FDAFOIA@fda.hhs.gov

Please clearly mark both the envelope and your letter “FDA Freedom of Information Act 
Appeal.” 

If you would like to discuss our response before filing an appeal to attempt to resolve your 
dispute without going through the appeals process, please contact Katherine Uhl at 301-796-
8975.

You may also contact the FDA FOIA Public Liaison for assistance at: 

Office of the Executive Secretariat
US Food & Drug Administration
5630 Fishers Lane, Room 1050
Rockville, MD 20857
E-mail: FDAFOIA@fda.hhs.gov

The following may be included in a monthly invoice:

Search 0.5 Hour @ $46.00/hr $23.00

Review 3 Hour @ $46.00/hr $138.00
. .

TOTAL $161.00

The above charges may not reflect final charges for this request.  Please DO NOT send any 
payment until you receive an invoice from the Agency's Freedom of Information Staff (HFI-35).

If you have any questions or if we can be of further assistance, please let us know by 
referencing the above file number. You can contact Catherine Wilusz by phone at 240-402-
8184 or by e-mail at Catherine.wilusz@fda.hhs.gov.

Sincerely,

Beth Brockner Ryan 
Chief, Access Litigation and Freedom of Information Branch

Beth A. 
Brockner Ryan 
-S

Digitally signed by Beth A. Brockner 
Ryan -S 
DN: c=US, o=U.S. Government, 
ou=HHS, ou=FDA, ou=People, 
0.9.2342.19200300.100.1.1=130005
2489, cn=Beth A. Brockner Ryan -S 
Date: 2021.01.08 14:37:34 -05'00'
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Dose 
number
in series

 1200 - COVID19 (COVID19 (Pfizer-
BioNTech))

 Pfizer\BioNTech  EK5730  Intramuscular - 
IM

 Left 
Arm

    1

18. Describe the adverse event(s), treatment, 
and outcome(s), if any: (symptoms, signs, time 
course, etc.) 
On 12/17/2020 she received the COVID 19 vaccine 
at 11:54 am, patient noted she was premedicated 
prior to the vaccine with Decadron 4 mg and 
Benadryl 25 mg. Prior to that patient only had 
breakfast at 4:00 am which consisted on cheerios, 
she did not have any thing else additional to eat 
prior to receiving the vaccine. Almost immediately 
after having the vaccine the patient began to have a 
red rash to the chest which progressed to the face, 
she then began to experience shortness of breath 
followed by respiratory distress, she self 
administered Epinephrine, received additional 
steroids, pepcid, epinenephrine was observed and 
sent home on benadryl Q6hrly. Around 11:20 pm on 
that same day she began to experience cough and 
wheezing, she intially thought it was asthma but 
noticed additional hives and started to experience 
respiratory distress. She self injected her epipen and 
went to the ED at . In the ED 
she was noted to be in respiratory distress and was 
complaining of cough, choking sensation, she 
received an additional dose of Epinephrine, pepcid, 
steroids and benadryl and was admitted to the 
medicine floor for observation. While on the floor 
she began to experience another episode of 
anaphylaxis described as throat tightening , 
wheezing with rash developing over chest.  This 
progressed to angioedema/tongue swelling despite 
appropriate treatment with IM Epi 0.5 mg x 2 and 
steroids. ENT scoped at bed side with Pertinent 
Endoscopy Findings:  intact septum, boggy nasal 
turbinates, pale middle meatal mucosa, no lesions 
within nasopharynx, non-obstructive base of 
tongue but with mild edema almost touching 
epiglottis, epiglottis in normal position with no 
lesions, no edema of false cords, true cords mobile, 
no edema of arytenoid and post-cricoid mucosa, no 
pooling in hypopharynx. The remainder of the 
examination was normal. Post Procedure 
Diagnosis: mild tongue edema but with widely 
patent larynx. She was initiated on an Epinephrine 
Drip and transferred to the ICU. The patient 
continued on the Epi drip and was weened on 

 around 18:59, with symptoms of tongue 
swelling improving. Patient was fed and shortly after 
(pasta with a meat sauce thought to be beef and 
apple sauce), dietician was contacted at  

 to confirm practices of meal preparation in 
the hospital kitchen for possible cross contamination 
with fish. After dinner she began to feel facial 
flushing especially to the left side of her face with 
funny sensations leading down he left arm and 
associated chest pressure, EKG showed normal sinus 
rhythm, she was placed on oxygen via nasal cannula 
and Epi drip restarted. Predominantly all symptoms 
were upper airway with no signs of systemic shock, 
she did not experience vomiting or diarrhea. Course 
was also complicated by mild steroid induced 
hyperglycemia, endocrine was consulted to assist in 
management. She was transferred to  for 

21. Result or outcome of adverse event(s): (Check all that 
apply).
   *  Hospitalization  ( 3 days, Hospital:  
transferred to  ) 
   *  Life threatening illness  

VAERS Images

(b) (6)
(b) (6)

(b) (6)

(b) (6)

(b) (6)
(b) (6)

(b) (6)
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Dina B. Tresnan, DVM, PhD 
Pfizer Inc.   
Eastern Point Rd, MS8260-1188 
Groton, CT 06340 
 

 
 
 

Rochelle A. Coleman 
Office of the Executive Secretariat  
Division of Freedom of Information 
U.S. Food and Drug Administration 
Tel: 301-796-8982 
rochelle.coleman@fda.hhs.gov  

 
Sunday, 7 February 2021 
 
 
RE:  Request for reports of VAERS cases itemized below 
 
Dear Rochelle, 

We received a query to EUA 27034 for COVID-19 vaccine BNT162b2 regarding reports for 
delayed onset syncope following immunization with Pfizer-BioNTech COVID-19 Vaccine 
mentioning multiple VAERS IDs (see below email from FDA). It was indicated that we may 
request a copy of redacted VAERS report via FOIA.   
This is a request for the below VAERS reports to be sent in an expedited manner as soon as 
possible. 
 
These include 14 cases VAERS IDs 0911694, 0913055, 0931224, 0947528, 
0958843, 0951972, 0953072,  0961479, 0962189, 0965551, 0970943,0971535, 
0976836, 0929124.   

 
 
From: Naik, Ramachandra <Ramachandra.Naik@fda.hhs.gov>  
Sent: Thursday, February 4, 2021 3:08 PM 
To: Aghajani Memar, Neda <Neda.AghajaniMemar@pfizer.com> 
Cc: Harkins Tull, Elisa <Elisa.HarkinsTull@pfizer.com>; Devlin, Carmel M 
<Carmel.Devlin@pfizer.com> 
Subject: [EXTERNAL] IND 19736 – Pfizer-BioNTech COVID-19 Vaccine – CBER comments regarding 
cases of delayed syncope 
 
Dear Ms. Aghajani Memar, 
 
We have the following comment. 
 
Delayed syncope. FDA identified 27 cases of delayed syncope, occurring one day after 
vaccination with the Pfizer-BioNTech COVID-19 Vaccine. Two of these were serious 
reports (VAERS ID 0910202 and 0931224), one of which resulted in patient injury. 
These VAERS IDs are listed in the table below. Please provide your assessment of 
delayed syncope, occurring at least one day after vaccination (including any additional 
cases of which you are aware).  
 
VAERS IDs: 
 
0903014 0908077 0911694 0929124 0958843 0971535 
0903510 0908096 0912061 0931224 0961479 0976836 
0904158 0908597 0913055 0947528 0962189 

 

0906119 0908668 0918799 0951972 0965551 
 

IR#0659A & 0660A_000072



 

    
  
EMA/179213/2020 Page 2/2

0906822 0910202 0920968 0953072 0970943 
 

 
Please submit your response to this request as an amendment to your EUA 27034 by 
Thursday, February 11, 2021. 
 
Please confirm receipt of this email and let me know if you have any questions or need 
additional information. 
 
Regards, 
Ram 
 
Ramachandra S. Naik, Ph.D. 
Biologist (Regulatory) / Primary Reviewer          
Center for Biologics Evaluation and Research 
Office of Vaccines Research and Review 
U.S. Food and Drug Administration 
Tel: 301-796-2640 
ramachandra.naik@fda.hhs.gov  

 
 

         
 
 
 
Thank you in advance. 
 
Sincerely, 
 

Dina B. Tresnan 
 
Dina B. Tresnan, DVM, PhD 
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February 19, 2021
Dina Tresnan
Pfizer Inc.
1 Ascot Lane
Old Lyme CT 06731

In reply refer to file: F21-929

Dear Dr. Tresnan,

This is in reply to your Freedom of Information Act (FOIA) request dated February 7, 2021, in 
which you requested “the below VAERS reports to be sent in an expedited manner as soon as 
possible. These include 14 cases VAERS IDs 0911694, 0913055, 0931224, 0947528, 
0958843, 0951972, 0953072,  0961479, 0962189, 0965551, 0970943,0971535, 0976836, 
0929124.”     Your request was received in the Center for Biologics Evaluation and Research 
on February 10, 2021.

Enclosed please find the results of a query of the Vaccine Adverse Event Reporting System 
(VAERS) using the search parameters listed in your FOIA request.  Please note that during a 
telephone conversation with Catherine Wilusz on January 6, 2021, you stated that medical 
records would not be considered responsive for VAERS FOIA requests.

We have withheld portions of pages under Exemption (b)(3), 5 U.S.C. § 522(b)(3).  That 
exemption prohibits the release of information that is otherwise prohibited from disclosure by 
another federal statute.

In addition, we have withheld portions of pages under Exemption (b)(6), 5 U.S.C. § 522(b)(6).  
That exemption protects information from disclosure when its release would cause a clearly 
unwarranted invasion of personal privacy.  FOIA Exemption 6 is available to protect 
information in personnel or medical files and similar files.  This requires a balancing of the
public’s right to disclosure against the individual’s right to privacy.

You have the right to appeal this determination.  By filing an appeal, you preserve your rights 
under FOIA and give the agency a chance to review and reconsider your request and the
agency’s decision.  

Your appeal must be mailed within 90 days from the date of this response, to: 

Director, Office of the Executive Secretariat
US Food & Drug Administration
5630 Fishers Lane, Room 1050
Rockville, MD 20857
E-mail: FDAFOIA@fda.hhs.gov
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U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
w ww.fda.gov

Please clearly mark both the envelope and your letter “FDA Freedom of Information Act 
Appeal.” 

If you would like to discuss our response before filing an appeal to attempt to resolve your 
dispute without going through the appeals process, please contact Katherine Uhl at 301-796-
8975.

You may also contact the FDA FOIA Public Liaison for assistance at: 

Office of the Executive Secretariat
US Food & Drug Administration
5630 Fishers Lane, Room 1050
Rockville, MD 20857
E-mail: FDAFOIA@fda.hhs.gov

The following may be included in a monthly invoice:

Search 1 hour  @ $46.00/hr $ 46.00

Review 4 Hours @ $46.00/hr $184.00
. .

TOTAL $230.00

The above charges may not reflect final charges for this request.  Please DO NOT send any 
payment until you receive an invoice from the Agency's Freedom of Information Staff (HFI-35).

If you have any questions or if we can be of further assistance, please let us know by 
referencing the above file number. You can contact Catherine Wilusz by phone at 240-402-
8184 or by e-mail at Catherine.wilusz@fda.hhs.gov.

Sincerely,

Beth Brockner Ryan 
Chief, Access Litigation and Freedom of Information Branch

Beth A. Brockner 
Ryan -S

Digitally signed by Beth A. Brockner Ryan -S 
DN: c=US, o=U.S. Government, ou=HHS, 
ou=FDA, ou=People, 
0.9.2342.19200300.100.1.1=1300052489, 
cn=Beth A. Brockner Ryan -S 
Date: 2021.02.19 09:41:11 -05'00'
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February 2, 2021
Dina Tresnan
Pfizer Inc.
1 Ascot Lane
Old Lyme CT 06731

In reply refer to file: F21-513

Dear Dr. Tresnan,

This is in reply to your Freedom of Information Act (FOIA) request dated January 21, 2021, in 
which you requested “a copy of redacted VAERS reports via FOIA.  This is a request for the 
below VAERS reports to be sent in an expedited manner as soon as possible.  These include
six serious cases of ITP for VAERS IDs 905345, 906910, 908869, 920719, 930153, and 
939654.” Your request was received in the Center for Biologics Evaluation and Research on 
January 25, 2021.

Enclosed please find the results of a query of the Vaccine Adverse Event Reporting System 
(VAERS) using the search parameters listed in your FOIA request.  Please note that during a 
telephone conversation with Catherine Wilusz on January 6, 2021, you stated that medical 
records would not be considered responsive for this FOIA request. In addition, per a telephone 
conversation with Catherine Wilusz on February 2, 2021, it was agreed that a Pfizer submitted 
VAERS report (906910-3) would not be included in the response.

We have withheld portions of pages under Exemption (b)(3), 5 U.S.C. § 522(b)(3).  That 
exemption prohibits the release of information that is otherwise prohibited from disclosure by 
another federal statute.

In addition, we have withheld portions of pages under Exemption (b)(6), 5 U.S.C. § 522(b)(6).  
That exemption protects information from disclosure when its release would cause a clearly 
unwarranted invasion of personal privacy.  FOIA Exemption 6 is available to protect 
information in personnel or medical files and similar files.  This requires a balancing of the
public’s right to disclosure against the individual’s right to privacy.

You have the right to appeal this determination.  By filing an appeal, you preserve your rights 
under FOIA and give the agency a chance to review and reconsider your request and the
agency’s decision.  
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U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
w ww.fda.gov

Your appeal must be mailed within 90 days from the date of this response, to: 

Director, Office of the Executive Secretariat
US Food & Drug Administration
5630 Fishers Lane, Room 1050
Rockville, MD 20857
E-mail: FDAFOIA@fda.hhs.gov

Please clearly mark both the envelope and your letter “FDA Freedom of Information Act 
Appeal.” 

If you would like to discuss our response before filing an appeal to attempt to resolve your 
dispute without going through the appeals process, please contact Katherine Uhl at 301-796-
8975.

You may also contact the FDA FOIA Public Liaison for assistance at: 

Office of the Executive Secretariat
US Food & Drug Administration
5630 Fishers Lane, Room 1050
Rockville, MD 20857
E-mail: FDAFOIA@fda.hhs.gov

The following may be included in a monthly invoice:

Search 1/2 Hour @ $46.00/hr $23.00

Review 2 Hours @ $46.00/hr $92.00
. .

TOTAL $115.00

The above charges may not reflect final charges for this request.  Please DO NOT send any 
payment until you receive an invoice from the Agency's Freedom of Information Staff (HFI-35).

If you have any questions or if we can be of further assistance, please let us know by 
referencing the above file number. You can contact Catherine Wilusz by phone at 240-402-
8184 or by e-mail at Catherine.wilusz@fda.hhs.gov.

Sincerely,

Beth Brockner Ryan 
Chief, Access Litigation and Freedom of Information Branch

Beth A. Brockner 
Ryan -S

Digitally signed by Beth A. Brockner Ryan -
S 
DN: c=US, o=U.S. Government, ou=HHS, 
ou=FDA, ou=People, 
0.9.2342.19200300.100.1.1=1300052489, 
cn=Beth A. Brockner Ryan -S 
Date: 2021.02.02 14:42:15 -05'00'

IR#0659A & 0660A_000127



IR#0659A & 0660A_000128



IR#0659A & 0660A_000129



IR#0659A & 0660A_000130



IR#0659A & 0660A_000131



IR#0659A & 0660A_000132



IR#0659A & 0660A_000133



IR#0659A & 0660A_000134



IR#0659A & 0660A_000135



IR#0659A & 0660A_000136



IR#0659A & 0660A_000137



IR#0659A & 0660A_000138



IR#0659A & 0660A_000139



IR#0659A & 0660A_000140



IR#0659A & 0660A_000141



IR#0659A & 0660A_000142



IR#0659A & 0660A_000143



IR#0659A & 0660A_000144


	2015-4481_no productions
	2020-5641_Tobramycin (Nebcin) Adverse Event Cases
	20005641_ltr_400_signed
	20005641_enc_400

	2020-8845_no productions
	2021-119_COVID-19 Vaccine Anaphylaxis
	FOIAletter30Dec2020
	From: Smith, Michael (CBER) <Michael.Smith2@fda.hhs.gov>  Sent: Tuesday, December 29, 2020 11:33 AM To: Harkins Tull, Elisa <Elisa.HarkinsTull@pfizer.com>; Devlin, Carmel M <Carmel.Devlin@pfizer.com> Cc: Naik, Ramachandra <Ramachandra.Naik@fda.hhs.gov...

	F2021-119ResponseLetterdocsigned
	F2021.119.VAERS output s_Redacted

	2021-929_COVID-19 Vaccine Delayed Onset Syncope
	FOIAletter7Feb2021
	F21-929ResponseLetter_.signedpdf
	F21-929responsedocs_s_r

	F21-513_VAERS ITP Cases
	F21-513ResponseLetter_signed
	F21-513CBERresponsedocss_r




