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administrative record does not hinder plaintiffs trying to vindicate their constitutional 

rights.”1 

3. A government can only properly function if government officials act in good faith.  When 

government officials act dishonestly, withhold evidence, and evade statutes and 

regulations, the government ceases to properly function. 

4. Federal Rules of Civil Procedure Rule 26(a)(1)(B)(i) states, “The following proceedings 

are exempt from initial disclosure: an action for review on an administrative record.” For 

the Court to be able to review the administrative record, the Court must have the 

administrative record to review.  In this case, the government has dishonestly withheld 

from the Court the very administrative record that the Court needs to make its reasoned 

decision.  The following examples provide a strong showing of bad faith, dishonest actions 

by the government in this case. 

II. TEPRSSC 

5. TEPRSSC has only met once in the past 21 years.  The government’s argument is that this 

is perfectly reasonable because TEPRSSC is not required to meet following a specific 

schedule and because the FDA has not proposed to publish any performance standards for 

LED products.  Yet the government’s position is completely debunked by its own 

documents. The TEPRSSC Charter states that TEPRSSC should meet every other year, and 

the transcript from the 2016 TEPRSSC meeting states that the FDA is considering 

performance standards for LED products.  However, these are the very two documents that 

 

 

1 https://lawreview.uchicago.edu/sites/default/files/Hurst_EvidentiaryReview_88UCLR1511.pdf 

https://lawreview.uchicago.edu/sites/default/files/Hurst_EvidentiaryReview_88UCLR1511.pdf
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were withheld from the Court as the Court attempts to consider Defendant’s Motion to 

Dismiss. 

6. The government’s actions are the very definition of bad faith.  The Cornell Legal 

Information Institute states, “Bad faith refers to dishonesty or fraud in a transaction. 

Depending on the exact setting, bad faith may mean a dishonest belief or purpose, 

untrustworthy performance of duties, neglect of fair dealing standards, or a fraudulent 

intent. It is often related to a breach of the obligation inherent in all contracts to deal with 

the other parties in good faith and with fair dealing.” 

7. The government’s actions cannot possibly be honest or acting in good faith or trustworthy 

when the government withheld from this Court the TEPRSSC Charter document and the 

2016 TEPRSSC Transcript that disproves the government’s position. 

8. The government states, “But nothing in the statute obligates FDA to prevent vacancies in 

these positions at all times, particularly not when FDA is declining to propose any 

performance standard.” Memorandum of Points and Authorities in Support of Motion to 

Dismiss, Page 18, Line 9.  This is another example of bad faith by the government.  The 

2016 TEPRSSC Transcript proves that the FDA is proposing performance standards for 

LED products, not declining performance standards for LED products.  The government’s 

effort to convince the court that the FDA is declining to publish performance standards, 

while withholding the 2016 TEPRSSC meeting transcript is dishonest and provides the 

strong showing of improper behavior by the government that is required to establish the 

APA exception for discovery requirements. 

9. The government states, “Indeed, Plaintiff overlooks that FDA can discharge its duty under 

§ 360kk(f)(1)(A) by ensuring that the Committee stands prepared to consult on a 
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performance standard whenever FDA is prepared to propose one, just as FDA has done in 

the past.” Id.  Again, the government is making a bad faith overture to this Court by 

claiming that that TEPRSSC stands prepared to consult with the FDA on LED performance 

standards whenever the FDA proposes performance standards, while withholding from this 

Court the 2016 TEPRSSC transcript proving that the FDA has already proposed 

performance standards for LED products.  The TEPRSSC Charter, the latest of which was 

signed in December 2022, states that TEPRSSC should meet every two years.  It is now 

December 2024, and not only has TEPRSSC not met in the past two years, TEPRSSC has 

not met since 2016, has 11 vacancies out of 15, and has no Chairperson.  Rather than 

“stand[ing] prepared” for FDA consultation, TEPRSSC has been effectively dissolved 

since 2016. 

10. During the Meet and Confer, Plaintiff asked Mr. Kennedy if it was his decision to withhold 

the TEPRSSC Charter and 2016 TEPRSSC Transcript from the Court, or whether the FDA 

directed Mr. Kennedy to withhold the documents, but Mr. Kennedy refused to state.  Either 

way the government purposely withheld these two documents, and it was not merely an 

oversight. 

11. It is the dishonest withholding of evidence (the TEPRSSC Charter and the 2016 TEPRSSC 

Transcript) from this Court that proves that the Plaintiff has made a strong showing of bad 

faith and improper behavior by the government and is thus entitled to discovery 

information because there is such a strong probability that that the government has 

withheld additional evidence from this Court and from Plaintiff. 

III. SECRET ORGANIATION 
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12. The government writes, “FDA also ‘engaged an independent, third-party organization to 

conduct a comprehensive literature search to identify the current state of knowledge with 

regard to adverse health effects of LED light on humans.’ Memorandum of Points and 

Authorities in Support of Motion to Dismiss, Page 9, Line 16. 

13. Yet the government has withheld from the Court everything about this “third-party 

organization” that forms the administrative record.  The government did not provide the 

name of this third-party organization, nor the qualifications, nor any of the documents 

related to LED headlamps that the third-party organization supposedly reviewed.  

14. The government also withheld from the Court the justification for how the FDA decided to 

use a secret outside organization to perform a literature review, when Congress mandates 

that TEPRSSC be involved in this action.  The FDA is considering performance standards 

for LED products, as documented in the 2016 TEPRSSC Transcript, so how does the FDA 

justify bypassing TEPRSSC?  How can the Court review the administrative record when 

the government acts in bad faith and withholds the very documents that the Court needs to 

understand whether the FDA is engaged in reasoned decision making? 

15. The use of a secret organization to perform a literature review rather than using the 

TEPRSSC is dishonest, and the government’s decision to withhold from the Court the 

administrative documents that show how the FDA decided to use the third-party 

organization serves to reinforce that the government is acting in bad faith. 

IV. FDA AND NHTSA LIAISON 

16. In the government’s denial of the four Soft Lights Foundation petitions to the FDA to 

regulate LED products, the only mention of LED headlamps is in a footnote, “For vehicle 

headlights, FDA notes the National Highway Traffic Safety Administration (NHTSA) 
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standard Federal Motor Vehicle Safety Standard (FMVSS) No. 108, Lamps, Reflective 

Devices, and Associated Equipment (49 CFR 571.108).” Defendant Motion to Dismiss 

Exhibit 1, Page 12. 

17. In the December 2, 2022, letter to the Soft Lights Foundation, NHTSA wrote, “NHTSA 

also wants to express appreciation to the Petitioner for bringing to its attention health 

concerns that the Petitioner associates with LED headlamps. NHTSA takes these concerns 

seriously. NHTSA, as an agency focused on automotive safety, also recognizes the expertise 

of its sister agencies that are health-focused, such as the FDA.” 

18. The thousands of comments posted on the change.org citizen petition to ban blinding 

headlights have been submitted to NHTSA and the FDA multiple times.2  This information 

forms part of the administrative record.  The tens of thousands of signatures and thousands 

of comments prove that LED headlights are dangerous and defective.  Yet the government 

makes no mention of this information and has withheld these comments from the Court.  

How did the FDA and NHTSA conclude that a liaison between their two agencies is not 

justified and how did these agencies conclude that testing and evaluating LED headlamps is 

unnecessary, given the thousands of reports of harm that have been submitted by the 

public?  How can the Court review the administrative record related to LED headlamps 

when the government dishonestly withholds this information from the Court? 

19. A footnote does not constitute the administrative record.  A single sentence by NHTSA, 

referring to the FDA for health-focused matters, does not constitute the administrative 

record.  Where are the documents showing how the FDA and NHTSA made the decision 

 

 

2 https://change.org/p/u-s-dot-ban-blinding-headlights-and-save-lives/ 

https://change.org/p/u-s-dot-ban-blinding-headlights-and-save-lives/
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not to establish and maintain a liaison to test and evaluate LED headlamps?  The 

government has withheld these documents from the Court.  The Court cannot review the 

administrative record when the government dishonestly withholds the documents that the 

court needs to reach its conclusions.  The government is acting dishonestly and in bad faith. 

V. FREEDOM OF INFORMATION ACT 

20. On December 15, 2022, Plaintiff submitted a Freedom of Information Act request to the 

FDA, stating “This FOIA requests all meeting notes, emails, and phone calls showing who 

FDA staff has contacted about our petition, including any discussions with the FDA 

Commissioner, any discussions with other federal agencies, and any discussions with 

lighting or automotive companies” (Exhibit A). 

21. After nearly two years, on September 26, 2024, three days after Plaintiff filed this lawsuit, 

the FDA responded to Plaintiff’s FOIA request by providing a single document, which was 

the FDA’s May 24, 2024, denial of the four Soft Lights Foundation petitions to regulate 

LED products. 

22. 21 C.F.R. 20.20(a) states, “The Food and Drug Administration (FDA) will make the fullest 

possible disclosure of records to the public, consistent with the rights of individuals to 

privacy, the property rights of persons in trade secrets and confidential commercial or 

financial information, and the need for the Agency to promote frank internal policy 

deliberations and to pursue its regulatory activities without disruption.” 

23. Despite Plaintiff’s request for “meeting notes”, “emails”, “phone calls” and “discussions” 

with other federal agencies and automotive companies, the FDA provided none of these 

records.  In the FOIA response, the FDA did not provide the name or qualifications of the 
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secret organization that reviewed the Soft Lights Foundation petitions, none of the meeting 

notes, none of the emails and none of the discussions which form the administrative record.   

24. In the FOIA Response, the FDA did not provide the 2016 TEPRSSC Transcript which 

contains some of the “meeting notes” that Plaintiff had requested. 

25. In its FOIA response, the FDA did not provide any communications between the FDA and 

NHTSA which would show the decision-making process as to how the FDA and NHTSA 

decided not to establish and maintain a liaison to test and evaluate LED headlamps. 

26. Thus, despite Plaintiff’s attempts to access the administrative record, the FDA once again 

acted dishonestly and in bad faith and did not provide the requested information. 

VI. DOCUMENTS WITHELD 

27. The Administrative Record consists of documents and dates showing that the government 

engaged in reasoned decision making.  In an APA action, the Court must review those 

documents to make its determination as to whether the government acted properly. The 

government withheld the following documents and dates from the Court in acts of bad 

faith. 

28. A) TEPRSSC Charter. 

29. B) 2016 TEPRSSC Meeting Transcript. 

30. C) Date of decision to not fill the 11 vacancies on TEPRSSC. 

31. D) Date of decision to not hold a TEPRSSC meeting under the 2022 TEPRSSC Charter. 

32. E) Justification for bypassing TERPRSSC and using a Secret Organization to review Soft 

Lights Foundation petitions to regulate LED products. 

33. F) Change.org citizen petition comments showing that LED headlamps are dangerous and 

defective. 
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34. G) Documents showing FDA planning, conducting, coordinating, and supporting research, 

development, training, and operational activities to minimize the emissions of and the 

exposure of people to unnecessary light from LED headlamps. 

35. H) Documents showing FDA and NHTSA techniques, equipment, and programs for testing 

LED headlamps for health impacts, as required by 21 U.S.C. 360ii(a)(6)(A). 

36. I) Meeting date between NHTSA and FDA where determination was made not to establish 

and maintain a liaison for LED headlamps. 

37. J) Justification to not to establish and maintain a liaison between NHTSA and the FDA for 

LED headlamps as required by 21 U.S.C. 360ii(a)(6) and given the tens of thousands of 

reports of harm from exposure to LED headlamps. 

VI. CONCLUSION 

38. While there are many more examples of bad faith actions by the government in this case, 

the examples above provide more than enough evidence for Plaintiff’s strong showing of 

bad faith actions by the government. 

39. Based on the acts of bad faith by the government, Plaintiff respectfully requests that this 

Court direct Mr. Kennedy and Defendant to comply with Rule 26(f) and automatically 

provide all discovery information for this case. 

 

Dated: December 26, 2024 

Respectfully Submitted, 

By: /s/ Mark Baker 

9450 SW Gemini Drive PMB 44671 

Beaverton, OR 97008 

mbaker@softlights.org 

 



Mark Baker <mbaker@softlights.org>

FDA FOIA
Mark Baker <mbaker@softlights.org> Thu, Dec 15, 2022 at 2:16 PM
To: Mark Baker <mbaker@softlights.org>

The Radiation Control for Health and Safety Act passed on October 18, 1968, and yet the FDA still has not published
regulations for Light Emitting Diodes.  This request is for all records showing discussions within the FDA about regulation
of LEDs, including meeting notes, emails, and petitions that provide insight as to why the FDA has not regulated LEDs. 
Our petition to the FDA to regulate LED products was submitted on June 15, 2022 and yet still there has been no decision
by the FDA.  This FOIA requests all meeting notes, emails, and phone calls showing who FDA staff has contacted about
our petition, including any discussions with the FDA Commissioner, any discussions with other federal agencies, and any
discussions with lighting or automotive companies.

12/26/24, 8:59 AM Soft Lights Mail - FDA FOIA

https://mail.google.com/mail/u/0/?ik=b8fc004111&view=pt&search=all&permmsgid=msg-a:r5811912684059068202&simpl=msg-a:r5811912684059068… 1/1

Exhibit A



9450 SW Gemini Drive

PMB 44671

Beaverton  OR  97008  US

SOFT LIGHTS FOUNDATION

MARK BAKER

Requester reference:

December 16, 2022

FOIA Control #:

2022-8833

In Reply refer to

Dear Requester:

The Food and Drug Administration (FDA) has received your Freedom of Information Act (FOIA) request for records

regarding:

 This request is for all records showing discussions within the FDA about regulation of LEDs, including meeting notes,

emails, and petitions that provide insight as to why the FDA has not regulated LEDs.

In processing your FOIA request, FDA will apply, as appropriate, the FOIA exemptions in 5 USC 552(b) and the

foreseeable harm standard in 5 USC 552(a)(8)(i). We will respond as soon as possible and may charge you a fee for

processing your request. If your informational needs change, and you no longer need the requested records, please

contact us to cancel your request, as charges may be incurred once processing of your request has begun. For more

information on processing fees, please see http://www.fda.gov/RegulatoryInformation/FOI/FOIAFees/default.htm.

Due to an increase in the number of incoming requests, we may be unable to comply with the twenty-working-day time

limit in this case, as well as the ten additional days provided by the FOIA. The actual processing time will depend on the

complexity of your request and whether sensitive records, voluminous records, extensive search, and/or consultation

with other HHS components or other executive branch agencies are involved. Please note that requests for medical

device approval records (e.g. 510K, PMA, DEN) may take up to 18 to 24 months to process.

If you have any questions about your request, please call Sarah B. Kotler,  Director, Division Of Freedom Of

Information, at (301) 796-8976 or write to us at:

Food and Drug Administration

Division of Freedom of Information

5630 Fishers Lane, Room 1035

Rockville, MD 20857

If you call or write, use the FOIA control number provided above which will help us to answer your questions more

quickly.

You also have the right to seek dispute resolution services from:

Office of Government Information Services                 and/or                    FDA FOIA Public Liaison

National Archives and Administration                                                        Office of the Executive Secretariat

8601 Adelphi Road – OGIS                                                                         US Food and Drug Administration

College Park, MD 20740-6001                                                                    5630 Fishers Lane, Room 1050

Telephone:202-741-5770                                                                             Rockville, MD 20857

Toll-Free: 1-877-684-6448                                                                          Email: FDAFOIA@fda.hhs.gov

Email:ogis@nara.gov

Fax: 202-741-5769

Director

SARAH KOTLER

Sincerely,



 

Office of the Chief Counsel 
Food and Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 
www.fda.gov 

February 13, 2023 
 
 
Mark Baker 
Soft Lights Foundation 
9450 SW Gemini Drive, PMB 44671 
Beaverton, OR 97008 
EMAIL: mbaker@softlights.org 
 
 
Dear Mr. Baker, 
 
After a diligent search of our files, the Office of the Chief Counsel (OCC) of the Food and Drug 
Administration was unable to locate any records responsive to your request #2022-8833 dated 12/16/22 
requesting all records showing discussions within the FDA about regulation of LEDs, including meeting 
notes, emails, and petitions that provide insight as to why the FDA has not regulated LEDs, as well as all 
meeting notes, emails, and phone calls showing who FDA staff has contacted about our June 15, 2022 
petition, including any discussions with the FDA Commissioner, any discussions with other federal 
agencies, and any discussions with lighting or automotive companies. 
 
OCC considers your request closed.  Please be advised that your request may have been submitted to one or 
more other component offices within FDA.  This office(s) will respond to your request separately. 
 
This is not the agency’s final response, and you will receive additional appeal rights with the final response, 
so you do not have to act at this time. 
 
If you have any questions about this response, you may contact Lakita Stephens at 301-796-0661 or at 
Lakita.Stephens@fda.hhs.gov. 
 
 
Sincerely, 
 
 
 
 
David Mednick 
Deputy Chief Counsel 

mailto:mbaker@softlights.org
mailto:Lakita.Stephens@fda.hhs.gov
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9450 SW Gemini Drive 
PMB 44671 

Beaverton, OR 97008 

 

 

March 7, 2023 

 

BY EMAIL 

Charis Wilson, Denials and Appeals Officer 
FOIA, Food and Drug Administration 
Appeal File: 23-0023AA 
fdafoia@fda.hhs.gov 
 
Re: FOIA Request for Documents Related to Light Emitting Diode Regulations 

Dear Charis Wilson, 

This letter is in response to your letter to me dated March 6, 2023, and my appeal of my FOIA 

request for FDA documents.  I wish to correct error(s) in your letter to ensure that I receive what I am 

requesting. 

My goal, as President of the Soft Lights Foundation, is to provide information to members of 

Congress and the public surrounding the FDA’s decision to not regulate the visible radiation emitted by 

Light Emitting Diode products.  The FDA is mandated by the 1968 Radiation Control for Health and 

Safety Act to publish Performance Standards for LED products, and the FDA acknowledges this 

requirement.  Yet, despite 50+ years of time passing since the Congressional mandate, the FDA has not 

published any performance standards for the visible radiation emitted by LED products. 

The result of FDA’s failure to publish Performance Standards for LED products is that an 

astonishing number of products are now in service, consisting of LED vehicle headlights, LED street 

lights, LED General Service Lamps, LED strobe lights, LED strip lights, LED appliance light indicators, etc. 

and these LED lights are entirely unregulated.  LED visible radiation is extremely powerful and 

dangerous, causing photosensitive seizures, migraines, panic attacks, impaired vision, and permanent 

eye injury, and the increase in light pollution has drastically increased the risks of mood disorders, 

cancers, diabetes, heart disease and many other adverse health impacts. 

Every federal agency that I have contacted, including the DOE, NHTSA, FHWA, FAA, OSHA, CPSC, 

and EPA have deferred to the FDA for regulations for LED products. 

I submitted a petition to the FDA on June 12, 2022, to compel the FDA to comply with the 1968 

Congressional mandate, and this petition provides proof that LED visible radiation is hazardous to 

human health: FDA-2022-P-1151.  This petition has been acknowledged by the FDA, but otherwise 

entirely ignored. 

In December, 2022, I submitted a FOIA request to the FDA in an attempt to understand why the 

FDA is not acting on our petition and not taking any action to regulate LED products.  On December 16, 
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2022, I received notice from the FDA that my FOIA request was received, case number: 2022-8833.  

Since that time, the only response I have received is from the FDA’s Office of Chief Counsel, stating that 

their office as “no records” related to this issue.  I find this statement to be astonishing, although 

possible. 

The FDA’s Center for Devices and Radiological Health is responsible for regulating 

electromagnetic radiation from electronic products.  However, the CDRH has provided no response to 

my FOIA requests, and certainly no documents.  This purposeful effort by the CDRH to hide the health 

impacts and lack of regulation of LED products from the public is unacceptable. 

My FOIA request is that the FDA provide all records related to this situation.  Congress passed 

the law in 1968.  During that entire time, what was the FDA doing in regards to regulation of LED visible 

radiation?  The FDA has published on their website that the Performance Standards for Lighting Emitting 

Products is 21 CFR Part 1040, and that the performance standards for laser products is 1040.10, and also 

that LEDs are specifically not regulated under 1040.10.  So where are the performance standards for LED 

products?  Where is part 1040.40 Light Emitting Diode Products? 

Who made the decision to not regulate LED products?  What documents were used to make this 

decision?  How was it decided to not include LED products in the laser product standard?  There is a vast 

amount of epidemiological data related to the adverse health effects caused by LED products, especially 

blue wavelength light, but also square wave flicker and the spatially non-uniform shape of LED visible 

radiation.  What has the FDA done with all of this data?  There are also radiation reports from people 

suffering radiation poisoning from LED products.  What has the FDA done with those reports? 

Our petition, FDA-2022-P-1151 was submitted on June 12, 2022.  Why has the FDA not 

approved this petition?  Who is the FDA talking to?  Has the FDA notified NHTSA, DOE, CPSC, OSHA, etc. 

that LED products are unvetted and unsafe?  Has the FDA notified Congress of this crisis?  Does the FDA 

understand that LED visible radiation is a directed energy beam of spatially non-uniform energy that 

does not disperse following an inverse square law, thus making this directed energy powerful and 

dangerous? 

I am requesting all the documents from the CDRH and other departments within the FDA that 

show a complete history of how we arrived at this situation of billions of LED emitters placed into the 

environment with absolutely no regulations published by the FDA to keep humans and the environment 

safe.  I intend on providing these documents to members of Congress and the media as a public service. 

 

Sincerely, 

/s/ Mark Baker 

President 

Soft Lights Foundation 

mbaker@softlights.org 

 

mailto:mbaker@softlights.org


 

U.S. Food & Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20903 
www.fda.gov 

September 26, 2024  
          FOIA request #: 2022-6020 
 
Soft Lights Foundation 
Attention: Mark Baker 
9450 SW Gemini Drive, PMB 44671 
Beaverton, OR 97008 
mbaker@softlights.org 
 
Dear Mark Baker: 
 
This letter is in response to your Freedom of Information Act (FOIA) request dated August 17, 2022, 
and received by the Food and Drug Administration (FDA) on August 17, 2022. Your request asked for 
the data that the FDA uses to draw the conclusion that it is not mandated to regulate electromagnetic 
radiation from LED products and the data that the FDA uses to conclude that there are no negative 
health effects, including impacts on the eye and nerves, from LED light.  
 
In order to determine material responsive to your request, coordination with CDRH's Office of Policy 
was conducted. During this coordination, 19 pages of records responsive to your request were located. 
These records are being released to you in full. This completes the response from the FDA. 
 
If you are not satisfied with any aspect of the processing and handling of this request, please contact 
MIchael Jenack, who processed this request by email at michael.jenack@fda.hhs.gov. 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.  
  
X The following charges may be included in a monthly invoice:  
 
Reproduction: $0.00 Search: $0.00 Review: $0.00 Other: Total: $ 0.00  
 
The above total may not reflect final charges for this request. Please DO NOT send payment unless 
you secure an invoice for the total monthly fee. 

 
Sincerely,  

  
  

  
  

Leif M. Collins 
Assistant Director, FOI Disclosure Team A 
Division of Information Disclosure  
Office of Communication and Content Development  
Office of Communication, Information Disclosure,  

Training and Education (OCITE) 
Center for Devices and Radiological Health  
U.S. Food and Drug Administration 

mailto:FDAFOIA@fda.hhs.gov


Mark Baker <mbaker@softlights.org>

FDA Freedom of Information Request - Case# 2022-6020
Jenack, Michael <Michael.Jenack@fda.hhs.gov> Fri, Sep 27, 2024 at 10:51 AM
To: "mbaker@softlights.org" <mbaker@softlights.org>

Dear Mark Baker,

 

The attached is our response to your FOIA request to the FDA dated August 17, 2022.

 

 

V/r

Mike
 

Michael Jenack

Government Information Specialist

 

Freedom of Information Disclosure Team A2

Division of Information Disclosure (DID)

Office of Communication and Content Development (OCCD)

Office of Communication, Information Disclosure, Training and Education (OCITE)

Center for Devices and Radiological Health (CDRH)

U.S. Food and Drug Administration (FDA

Michael.Jenack@fda.hhs.gov

 

 

        

 

Excellent customer service is important to us.

Please take a moment to provide feedback regarding the customer service you have received:

https://www.research.net/s/cdrhcustomerservice?ID=3132&S=E

 

12/26/24, 9:02 AM Soft Lights Mail - FDA Freedom of Information Request - Case# 2022-6020

https://mail.google.com/mail/u/0/?ik=b8fc004111&view=pt&search=all&permmsgid=msg-f:1811372615063660264&simpl=msg-f:1811372615063660264 1/2

mailto:Michael.Jenack@fda.hhs.gov
https://urldefense.proofpoint.com/v2/url?u=http-3A__www.fda.gov_&d=DwMFAg&c=fgAH0TEak9hSJygxoVsafg&r=mlf6Ynsy2rCH9yp4G8wohBzmZNO9384wwr4Q3WpyRF4&m=GTlFEcDKyBu3qGpeceNI-kT0A1ZCnVz523fx3eO_Y-k&s=cXrzswHW6Xm2hcDAobdLjzezJRermN0W2PHbYkpTL1I&e=
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Mark Baker <mbaker@softlights.org>

FDA Freedom of Information Request - Case# 2022-6020
Mark Baker <mbaker@softlights.org> Fri, Sep 27, 2024 at 11:35 AM
To: Michael.Jenack@fda.hhs.gov
Cc: michelle.tarver@fda.hhs.gov, CDRH Ombudsman <CDRHOmbudsman@fda.hhs.gov>, "Kennedy, Scott P."
<Scott.P.Kennedy@usdoj.gov>, "Kaufman, Patricia" <Patricia.Kaufman@fda.hhs.gov>

Dear Michael Jenack, 

I am in receipt of your email regarding my FOIA request from December, 2022, in which you claim that there exists only a
single document related to LED lights and that this document is the denial letter that the FDA sent to the Soft Lights
Foundation on May 24, 2024.  The FDA did not provide the following information:

1. Any and all documents involving ECRI and their investigation that led to the May 24, 2024 denial letter from the FDA.
2. Any and all communications between ECRI and the FDA regarding LED lights.
3. Any all all communications between the FDA and NHTSA, EPA, Access Board, FAA, OSHA, CPSC, DOE, DOT, FHWA,
and all other federal agencies regarding LED products such as LED vehicle headlights, LED streetlights, LED General
Service Lights, LED flashing lights, LED appliance indicator lights, LED lights on aircraft, and all other LED products.
4. Any and all discussions and meeting notes from TEPRSSC related to LED products.
5. Any and all discussions as to how and why TEPRSSC was dissolved.
6. Any and all internal FDA emails and meeting notes which discuss any aspect of an electronic radiation control program
for LED products.

As noted in my appeal to the FDA, I wrote "My FOIA request is that the FDA provide all records related to this situation."
and "I am requesting all the documents from the CDRH and other departments within the FDA that show a complete
history of how we arrived at this situation of billions of LED emitters placed into the environment with absolutely no
regulations published by the FDA to keep humans and the environment safe."

In its response letter regarding my FOIA request, the FDA provided only the single 19-page denial letter.  The FDA made
no claim that any of the above-referenced information is privileged, and in fact, the FDA has sent me letters stating,
"While FDA does not provide information on ongoing investigations, information can be obtained pursuant to a Freedom
of Information Act (FOIA) request, once an investigation is closed."  Therefore, all documents involving ECRI (the third-
party that investigated LED products), should have been disclosed to me, as well as all internal FDA communications
involving LED products and the electronic radiation control program.

I am requesting a prompt response as to why the FDA has chosen to not provide me the information that I have requested
and the legal justification for not providing that information.

Sincerely,

Mark Baker
President
Soft Lights Foundation
www.softlights.org
mbaker@softlights.org
[Quoted text hidden]
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Mark Baker <mbaker@softlights.org>

FDA Freedom of Information Request - Case# 2022-6020
Mark Baker <mbaker@softlights.org> Thu, Oct 3, 2024 at 7:39 AM
To: Michael.Jenack@fda.hhs.gov
Cc: michelle.tarver@fda.hhs.gov, CDRH Ombudsman <CDRHOmbudsman@fda.hhs.gov>, "Kennedy, Scott P."
<Scott.P.Kennedy@usdoj.gov>, "Kaufman, Patricia" <Patricia.Kaufman@fda.hhs.gov>, "Knieser, Brian"
<Brian.Knieser@mail.house.gov>, "Durand, Adam" <Adam.Durand@mail.house.gov>

Mr. Jenack,

You did not respond to my request from September 27, 2024.  Attached is an acknowledgement letter that I received from
the FDA Division of Radiological Health regarding LED radiation exposure reports.  I have received several of these
letters over the past 2+ years.  The letter states, "While FDA does not provide information on ongoing investigations,
information can be obtained pursuant to a Freedom of Information Act (FOIA) request, once an investigation is closed.
Requests for information may be online at the following address: http://www.accessdata.fda.gov/scripts/foi/FOIRequest/
requestinfo.cfm"  Despite my FOIA request from 2022, and despite this letter from the FDA, and despite the FDA closing
the investigation into LED radiation, you did not provide any information about the investigation other than the 19-page
denial letter.  You didn't provide any of the communications, research, TEPRSSC analysis, or any other information
involving the FDA's radiation control program for LED products.

Due to FDA's willful, conscious, and illegal acts, it is my intent to sue the FDA for violation of the Freedom of Information
Act.

Sincerely,

Mark Baker
President
Soft Lights Foundation
www.softlights.org
mbaker@softlights.org
[Quoted text hidden]
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