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UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 

EXELA PHARMA SCIENCES, LLC 
1245 Blowing Rock Blvd.  
Lenoir, NC 28645 Civil Action 

Plaintiff, No.1:23-cv-1242 

v. 

DEPARTMENT OF HEALTH COMPLAINT 
AND HUMAN SERVICES,  
Hubert H. Humphrey Building, Room 729H 
200 Independence Avenue, SW 
Washington, D.C., 20201  

Defendant. 

INTRODUCTION 

1. Plaintiff Exela Pharma Sciences, LLC (“Exela” or “Plaintiff”) brings this action 

under the Freedom of Information Act (“FOIA”), 5 U.S.C. § 552, as amended, challenging the 

failure of Defendant the Department of Health and Human Services (“HHS” or “Defendant”), to 

respond to and fulfill Exela’s FOIA request for records.  

2. Exela submitted three FOIA requests to HHS on March 13, 2023. 

3. Exela’s first FOIA request seeks documents and records related to the development, 

drafting, and/or publication of the Food and Drug Administration’s (“FDA”) interim draft 

guidance titled Small Volume Parenteral Drug Products and Pharmacy Bulk Packages for 

Parenteral Nutrition: Aluminum Content and Labeling Recommendations (the “December 2022 

Draft Guidance”), which proposes to substantially increase the amount of aluminum permitted in 

cysteine hydrochloride injection products (“FOIA Request One”). Ex. 1. 
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4. Exela’s second FOIA request seeks documents and records related to the 

submission and review of Abbreviated New Drug Application (“ANDA”) 213073, ANDA 214082, 

and ANDA 209994 by HHS. (“FOIA Request Two”). Ex. 12. 

5. Exela’s third FOIA request seeks documents and records related to HHS’s external 

communications with Congress and other third parties regarding aluminum content in cysteine 

drug products (“FOIA Request Three”). Ex. 21. 

6. Exela accordingly brings this suit to compel HHS to immediately respond to 

Exela’s FOIA requests and promptly disclose all responsive, non-exempt records. 

PARTIES 

7. Plaintiff Exela is a company existing under the laws of the state of Delaware and 

authorized to do business in North Carolina, having a principal place of business at 1245 Blowing 

Rock Blvd., Lenoir, North Carolina 28645. Exela develops, manufactures, and markets sterile 

injectable pharmaceutical products.  

8. Defendant HHS is a federal agency within the meaning of the Freedom of 

Information Act, 5 U.S.C. § 552(f)(1). 

LEGAL STANDARD 

9. FOIA requires a federal administrative agency to promptly make available 

requested, non-exempt agency records in response to a request that (a) reasonably describes such 

records, and (b) “is made in accordance with published rules stating the time, place, fees, . . . and 

procedures to be followed.” 5 U.S.C. § 552(a)(3)(A); see also 45 C.F.R. § 5.21. 

10. FOIA requires federal agencies to respond to a valid request within 20 working 

days (exempting Saturdays, Sundays, and legal public holidays) after receipt of such request, 
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including notifying the requestor immediately of its determination, the reasons therefore, and the 

right to appeal any adverse determination. 5 U.S.C. § 552(a)(6)(A)(i); 45 C.F.R. § 5.24. 

11. This 20-day time limit may not be tolled by the agency, except (a) that the agency 

may make one request of the requester for additional information regarding the specifics of the 

request and toll the 20-day period while it is waiting for that information; or (b) if it is necessary 

to clarify with the requester issues regarding fee assessment. 5 U.S.C. § 552(a)(6)(A)(ii); 45 C.F.R. 

§ 5.24(c). In either case, the agency’s receipt of the requester’s response ends the tolling period. 

Id. 

12. In “unusual circumstances,” FOIA allows the 20-day time limit to be extended 10 

days by written notice “setting forth the unusual circumstances for such extension and the date on 

which a determination is expected to be dispatched.” 5 U.S.C. § 552(a)(6)(B)(i); see also 45 C.F.R. 

§ 5.24(f). 

13. If “unusual circumstances” are invoked, the agency must not only provide written 

notice as detailed above but must also provide the requester “an opportunity to limit the scope of 

the request so that it may be processed within that time limit or an opportunity to arrange with the 

agency an alternative time frame for processing the request or a modified request.” 5 U.S.C. 

§ 552(a)(6)(B)(ii); see also 45 C.F.R. § 5.24(f). 

14. “Unusual circumstances” (as used in the context of FOIA) only occur when, to the 

extent reasonably necessary to the proper processing of the requester’s requests, the agency would 

need to (1) search for and collect records from another facility separate from the office processing 

the request; (2) search for, collect, and properly examine a voluminous amount of records 

demanded in a single request; or (3) consult with another agency to satisfy the request. See 5 U.S.C. 

§ 552 (a)(6)(B)(iii).    
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15. If the federal agency does not respond to a FOIA request by the statutory deadline, 

the requester is deemed to have exhausted administrative remedies and may immediately pursue 

judicial review. 5 U.S.C. § 552(a)(6)(C)(i). 

JURISDICTION AND VENUE 

16. This Court has jurisdiction under 5 U.S.C. § 552(a)(4)(B) and 28 U.S.C. §§ 1331, 

2201. 

17. Venue lies with this district under 28 U.S.C. § 1391(e)(1) because an agency of the 

United States is a Defendant.    

FACTS 

18. Exela is an award-winning specialty pharmaceutical company that develops, 

manufactures, and markets high-quality pharmaceutical products, with a particular focus on 

producing generic sterile injectable products for the U.S. market. 

19. One particular pharmaceutical product that Exela has developed, manufactured, 

and marketed is an L-Cysteine injection product used as a nutritional supplement for preterm 

newborns and other infants (together, “newborns”) and a small number of adults with severe liver 

disease (together, “high-risk individuals”). Exela’s L-Cysteine injection product is called Elcys® 

and was approved by the FDA on April 16, 2019.   

20. Elcys® is a parenteral nutrition (“PN”) product that delivers essential nutrients 

intravenously as part of a nutrition regimen for newborns and high-risk individuals. The 

therapeutically active ingredient in Elcys® is L-cysteine hydrochloride (“cysteine”), which is an 

amino acid that is necessary for all humans to mitigate oxidative stress on their bodies and promote 

the proper absorption of essential nutrients. While healthy adults naturally produce enough 
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cysteine to meet their needs, newborns and high-risk individuals require daily cysteine infusions 

as part of a PN regimen. 

21. PN products such as Elcys® are critically important to the development and 

survival of these vulnerable patients. However, these same PN products can be a major source of 

aluminum toxicity. Unfortunately, it is impossible to manufacture cysteine drug products that are 

100 percent free of impurities, including aluminum.   

22. Newborns receiving PN treatments are especially at risk from exposure to trace 

amounts of aluminum because their kidneys are underdeveloped, which means they cannot expel 

excess aluminum as efficiently as healthy adults can. The adverse effects of too much neonatal 

aluminum exposure are well documented: decades of research established that just a few days of 

exposure to excess aluminum in neonatal care can lead to lasting toxicity in the brain, skeletal 

system, liver, and erythropoietic system. Even fleeting exposure to excess amounts of aluminum 

can pose grave risks to preterm and other neonates. 

23. The FDA is an agency of HHS that regulates clinical investigations of products 

under its jurisdiction. The FDA previously strictly limited the amount of aluminum that could be 

present in approved PN products, including cysteine. For example, when the FDA was reviewing 

Elcys®, it imposed an aluminum concentration limit of 145 micrograms per liter (“mcg/L”) in a 

5% cysteine solution, i.e., 0.0042 mcg Al/mg cysteine. 

24. Exela spent millions of dollars to minimize the amount of aluminum in Elcys® and 

to satisfy this regulatory requirement. The FDA eventually approved Elcys® with a labeled 

aluminum content amount of no more than 120 mcg/L (0.0035 mcg Al/mg cysteine). 

25. In December 2022, however, the FDA released an interim “Draft Guidance” 

proposing to substantially increase its recommended aluminum limits for cysteine products.  The 
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FDA’s December 2022 Draft Guidance suggests that the FDA could allow cysteine hydrochloride 

products intended for PN with aluminum content as high as 2500 mcg/L in a 7.25% cysteine 

hydrochloride product, i.e., 0.0500 mcg Al/mg cysteine, a significantly higher aluminum content 

limit than the FDA enforced against Exela (after adjusting for the clinically irrelevant cysteine 

concentration difference between 5.0% and 7.25% cysteine hydrochloride products). 

26. On or about January 30, 2023, Exela became aware that the FDA had approved a 

Nivagen Pharmaceuticals, Inc. ANDA (the “Nivagen ANDA”) for another cysteine hydrochloride 

injection product. Similar to Elcys®, the therapeutically active ingredient in the Nivagen ANDA 

is L-cysteine. However, unlike the low amounts of aluminum permitted in Elcys®, Nivagen has 

publicly disclosed that the Nivagen ANDA product is approved to contain up to 3000 mcg/L of 

aluminum in a 7.25% cysteine hydrochloride solution, which is even higher than the already 

extraordinary 2500 mcg/L limitation proposed in the December 2022 Draft Guidance.   

27. Exela has recently been made aware that the FDA has stayed (but has not revoked 

or vacated) its approval of Nivagen’s ANDA, pending further assessment of its safety by the 

Agency. Because (1) the Nivagen ANDA remains approved and (2) Exela cannot predict with any 

certainty how long the Agency may keep in place this stay, the need for the information sought by 

Exela remains both critical and urgent. 

28. Exela submitted three FOIA requests to seek records regarding, inter alia, HHS’s 

proposed decision to increase the aluminum content limits applicable to PN products, external 

communications with third parties regarding that course of action, and any consideration by the 

agency regarding the December 2022 Draft Guidance’s harmful implications for newborns and 

high-risk individuals. 
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A. FOIA Request One 

29. Exela submitted FOIA Request One on March 13, 2023, requesting records 

regarding the development, drafting, and/or publication of the December 2022 Draft Guidance, 

with the requested date range spanning January 1, 2021, through the date of production. Ex. 1. 

This request expressly included, inter alia, records within HHS as well as between HHS and any 

other Federal or State agencies other than the FDA, Congress, and any non-governmental entities 

or individuals. Id. at 1-2. 

30. FOIA Request One included a request that responsive documents be made available 

as soon as they are located and reviewed via a rolling production. Id. at 4. 

31. FOIA Request One also included a request for expedited processing. In making that 

request, Exela argued that the lack of public information regarding aluminum levels in cysteine 

drug products could “reasonably be expected to pose an imminent threat to the life or physical 

safety of” newborns. Id. at 2-3. 

32. After submitting FOIA Request One through the online portal, Exela received a 

confirmation of submission of FOIA Request One via email on March 14, 2023, along with a 

reference number, 2023-00558-FOIA-OS. Ex. 2. 

33. On March 15, 2023, HHS sent an email to Exela requesting clarification regarding 

FOIA Request One. Ex. 3. Attached to the email was a letter dated March 15, 2023, in which HHS 

stated that the records requested were not described “with enough specificity to allow [HHS] to 

continue with the processing of [Exela’s] request.” Ex. 4. However, HHS did not request 

information or clarification regarding the scope or meaning of the requests themselves; instead, 

HHS requested that Exela provide the “name of HHS employees and name and email domain 

names of all external individuals who communicate” relating to the subject matter of FOIA 
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Request One and requested Exela provide key search terms “for an effective and efficient search”. 

Id.  

34. Exela responded to HHS’s “clarification letter” on March 20, 2023. Exs. 5 and 6. 

In its response, Exela explained that its original request was sufficiently specific under FOIA, and 

that the regulations HHS relied on in the clarification letter do not require FOIA requesters to 

identify each (or any) of the particular individuals who may have been involved in creating certain 

responsive records, or to supply any of the additional information demanded. Ex. 5. Nonetheless, 

Exela provided to HHS a suggested list of 33 names and email domains for its search along with 

key search terms that may be responsive to the request, while making clear that it was not limiting 

the scope of its request in any way. Id. Exela indicated that because HHS had provided no basis 

for refusing to commence a search, HHS’s clarification letter was inadequate to toll its 20-day 

deadline for a response under FOIA. Id. at 1, n.1. 

35. On March 28, 2023, Exela received an email and acknowledgement letter dated 

March 28, 2023, confirming that FOIA Request One was received by HHS on March 14, 2023. 

Exs. 7 and 8.  

36. Additionally, in the March 28 letter, HHS invoked “unusual circumstances” stating 

the records Exela seeks require the agency to search another office. Ex. 7. HHS asserted it would 

need more than the 10 additional days added by the invocation of “unusual circumstances” under 

FOIA. Id. HHS was not clear as to its exact timeline, indicating only that the actual time required 

to respond to Exela’s request would be determined by the complexity and volume of the records 

search. Id. HHS also suggested that Exela may wish to (1) narrow the scope of its request or (2) 

agree to an alternative time frame for processing. Id. 
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37. On March 28, 2023, Exela received a separate email from HHS indicating that 

Exela’s request was now “In Process.” Ex. 9.  

38. On April 18, 2023, Exela sent a letter to HHS, in which Exela agreed to limit the 

scope of its original request. Ex. 10. Accordingly, instead of the original date range of January 1, 

2021 through the date of production, Exela proposed a narrowed date range of December 1, 2021, 

through the date of production. Id. To date, HHS has not responded to Exela’s proposed narrowing 

of its request. Exela also inquired regarding its request for expedited processing because HHS had 

not communicated its determination in response to that request, as required by FOIA. Id. 

39. On April 20, 2023, HHS denied Exela’s request for expedited processing. Ex. 11. 

HHS stated that Exela had failed to demonstrate a “compelling need.” Id. 

40. Since March 14, 2023, the date HHS acknowledged receipt of Exela’s FOIA 

Request One, 34 working days have passed.   

41. Since March 20, 2023, the date Exela responded to HHS’s clarification letter, 30 

working days have passed.   

42. Exela maintains that the time limit imposed by FOIA was not properly tolled by 

HHS’s March 15, 2023 “clarification letter.” Regardless, as of May 1, 2023, at the close of business 

hours, at least 30 working days have passed since HHS received Exela’s request. See 5 U.S.C. 

§ 552(a)(6)(A)(i).  

43. To date, HHS has not (1) made or communicated its determination in response to 

FOIA Request One, (2) provided any responsive materials, (3) explained that responsive materials 

have been or will be withheld, (4) communicated any basis for withholding records, or 

(5) communicated any timeline by which Exela can expect its requests to be processed. 
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B. FOIA Request Two 

44. Exela submitted FOIA Request Two on March 13, 2023, requesting any records 

relating to ANDA 213073, ANDA 214082, and ANDA 209994, with the requested date range 

spanning January 1, 2021, through the date of production. Ex. 12. This request expressly included, 

inter alia, all communications within HHS and by or between HHS (including any Office, Division 

(other than the FDA), or any other administrative unit of the Agency, and/or any HHS employees) 

regarding the aluminum content of the three subject drug products. Id.at 1-2.  

45. FOIA Request Two included a request that responsive documents be made 

available as soon as they are located and reviewed via a rolling production. Id. at 4. 

46. FOIA Request Two also included a request for expedited processing. In making 

that request, Exela argued that the lack of public information regarding aluminum levels in cysteine 

drug products could “reasonably be expected to pose an imminent threat to the life or physical 

safety of” newborns. Id. at 2-3. 

47. After submitting FOIA Request Two through the online portal, Exela received a 

confirmation of submission of FOIA Request Two via email on March 14, 2023, along with a 

reference number, 2023-00557-FOIA-OS. Ex. 13 

48. On March 15, 2023, HHS sent an email to Exela requesting clarification regarding 

FOIA Request Two.1 Ex. 14. Attached to the email was a letter dated March 15, 2023, in which 

HHS stated that the records requested were not described “with enough specificity to allow [HHS] 

to continue with the processing of [Exela’s] request.” Ex. 15. However, HHS did not request 

information or clarification regarding the scope or meaning of the requests themselves; instead, 

1 The attachment mistakenly referenced another FOIA request. See Ex. 14. Exela informed HHS 
of the mistake, and HHS sent another letter on March 17, 2023, containing the same substantive 
information.   
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HHS requested that Exela provide the “name of HHS employees and name and email domain 

names of all external individuals who communicate” relating to the subject matter of FOIA 

Request Two and requested Exela provide key search terms “for an effective and efficient search”. 

Id.  

49. Exela responded to HHS’s “clarification letter” on March 20, 2023. Exs. 16 and 6. 

In its response, Exela explained that its original request was sufficiently specific under FOIA, and 

that the regulations HHS relied on in the clarification letter do not require FOIA requesters to 

identify each (or any) of the particular individuals who may have been involved in creating certain 

responsive records, or to supply any of the additional information demanded. Ex. 16. Nonetheless, 

Exela provided to HHS a suggested list of 33 names and email domains for its search along with 

key search terms that may be responsive to the request, while making clear that it was not limiting 

the scope of its request in any way. Id. Exela indicated that because HHS had provided no basis 

for refusing to commence a search, HHS’s clarification letter was inadequate to toll its 20-day 

deadline for a response under FOIA. Id. at 1, n.1. 

50. On March 28, 2023, Exela received an email and acknowledgement letter dated 

March 28, 2023, confirming that FOIA Request Two was received by HHS on March 14, 2023. 

Exs. 17 and 18. 

51. Additionally, in the March 28 letter, HHS invoked “unusual circumstances,” stating 

the records Exela seeks require the agency to search another office. Ex. 17. HHS asserted it would 

need more than the 10 additional days added by the invocation of “unusual circumstances” under 

FOIA. Id. HHS was not clear as to its exact timeline, indicating only that the actual time required 

to respond to Exela’s request would be determined by the complexity and volume of the records 

11 



   

  

   

   

    

  

  

 

   

  

  

 

  

  

    

     

  

     

 

   

  

 

  

 

Case 1:23-cv-01242 Document 1 Filed 05/02/23 Page 12 of 18 

search. Id. HHS also suggested that Exela may wish to (1) narrow the scope of its request or (2) 

agree to an alternative time frame for processing. Id. 

52. On April 18, 2023, Exela sent a letter to HHS, in which Exela agreed to limit the 

scope of its original request, including narrowing the scope of the request for each of the three 

referenced ANDAs and narrowing the date range for each of the three referenced ANDAs. Ex. 19. 

To date, HHS has not responded to Exela’s proposed narrowing of its request. Exela also inquired 

regarding its request for expedited processing because HHS had not communicated its 

determination in response to that request, as required by FOIA. Id. 

53. On April 20, 2023, HHS denied Exela’s request for expedited processing. Ex. 20. 

HHS stated that Exela had failed to demonstrate a “compelling need.” Id. 

54. Since March 14, 2023, the date HHS acknowledged receipt of Exela’s FOIA 

Request Two, 34 working days have passed.   

55. Since March 20, 2023, the date Exela responded to HHS’s clarification letter, 30 

working days have passed.   

56. Exela maintains that the time limit imposed by FOIA was not properly tolled by 

HHS’s March 15, 2023 “clarification letter.” Regardless, as of May 1, 2023, at the close of business 

hours, at least 30 working days have passed since HHS received Exela’s request. See 5 U.S.C. 

§ 552(a)(6)(A)(i).  

57. To date, HHS has not (1) made or communicated its determination in response to 

FOIA Request Two, (2) provided any responsive materials, (3) explained that responsive materials 

have been or will be withheld, (4) communicated any basis for withholding records, or 

(5) communicated any timeline by which Exela can expect its requests to be processed. 

12 
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C. FOIA Request Three 

58. Exela submitted FOIA Request Three on March 13, 2023, requesting all records 

containing or reflecting communication between HHS and Congress and other third parties 

regarding aluminum content in cysteine drug products, with the requested date range spanning 

January 1, 2021, through the date of production. Ex. 21. 

59. FOIA Request Three included a request that responsive documents be made 

available as soon as they are located and reviewed via a rolling production. Id. at 4. 

60. FOIA Request Three also included a request for expedited processing. In making 

that request, Exela argued that the lack of public information regarding aluminum levels in cysteine 

drug products could “reasonably be expected to pose an imminent threat to the life or physical 

safety of” newborns. Id. at 2-3. 

61. After submitting FOIA Request Three through the online portal, Exela received a 

confirmation of submission of FOIA Request Three via email on March 13, 2023, along with a 

reference number, 2023-00555-FOIA-OS. Ex. 22. 

62. On March 14, 2023, HHS sent an email to Exela requesting clarification regarding 

FOIA Request Three. Ex. 23. Attached to the email was a letter dated March 15, 2023, in which 

HHS stated that the records requested were not described “with enough specificity to allow [HHS] 

to continue with the processing of [Exela’s] request. Ex. 24. However, HHS did not request 

information or clarification regarding the scope or meaning of the requests themselves; instead, 

HHS requested that Exela provide the “name of HHS employees and name and email domain 

names of all external individuals who communicate” relating to the subject matter of FOIA 

Request Three and requested Exela provide key search terms “for an effective and efficient 

search”. Id.  

13 
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63. Exela responded to HHS’s “clarification letter” on March 20, 2023. Exs. 25 and 6. 

In its response Exela explained that its original request was sufficiently specific under FOIA, and 

that the regulations HHS relied on in the clarification letter do not require FOIA requesters to 

identify each (or any) of the particular individuals who may have been involved in creating certain 

responsive records, or to supply any of the additional information demanded. Ex. 25 Nonetheless, 

Exela provided to HHS a suggested list of 33 names and email domains for its search along with 

key search terms that may be responsive to the request, while making clear that it was not limiting 

the scope of its request in any way. Id. Exela indicated that because HHS had provided no basis 

for refusing to commence a search, HHS’s clarification letter was inadequate to toll its 20-day 

deadline for a response under FOIA. Id. at 1, n.1. 

64. On March 28, 2023, Exela received an email and acknowledgement letter dated 

March 28, 2023, confirming that FOIA Request Three was received by HHS on March 14, 2023. 

Exs. 26 and 27. 

65. Additionally, in the March 28 letter, HHS invoked “unusual circumstances” stating 

the records Exela seeks require the agency to search another office. Ex. 26. HHS asserted it would 

need more than the 10 additional days in addition to the 10 days already added by the invocation 

of “unusual circumstances” under FOIA. Id. HHS was not clear as to its exact timeline, indicating 

only that the actual time required to respond to Exela’s request would be determined by the 

complexity and volume of the records search. Id. HHS also suggested that Exela may wish to (1) 

narrow the scope of its request or (2) agree to an alternative time frame for processing. Id. 

66. On March 28, 2023, Exela received a separate email from HHS indicating that 

Exela’s request was now “In Process.” Ex. 28.  

14 
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67. On April 18, 2023, Exela sent a letter to HHS, in which Exela agreed to limit the 

scope of its original request. Ex. 29. Accordingly, instead of the original date range of January 1, 

2021, through the date of production, Exela proposed a narrowed date range of December 1, 2021, 

through the date of production. Id. To date, HHS has not responded to Exela’s proposed narrowing 

of its request. Exela also inquired regarding its request for expedited processing because HHS had 

not communicated its determination in response to that request, as required by FOIA. Id.  

68. On April 20, 2023, HHS denied Exela’s request for expedited processing. Ex. 30. 

HHS stated that Exela had failed to demonstrate a “compelling need.” Id. 

69. Since March 13, 2023, the date HHS acknowledged receipt of Exela’s FOIA 

Request One, 35 working days have passed. 

70. Since March 20, 2023, the date Exela responded to HHS’s clarification letter, 30 

working days have passed.   

71. Exela maintains that the time limit imposed by FOIA was not properly tolled by 

HHS’s March 14, 2023 “clarification letter.” Regardless, as of May 1, 2023, at the close of business 

hours, at least 30 working days had passed since HHS received Exela’s request. See 5 U.S.C. 

§ 552(a)(6)(A)(i).  

72. To date, HHS has not (1) made or communicated its determination in response to 

FOIA Request One, (2) provided any responsive materials, (3) explained that responsive materials 

have been or will be withheld, (4) communicated any basis for withholding records, or 

(5) communicated any timeline by which Exela can expect its requests to be processed. 
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FIRST CLAIM FOR RELIEF2 

(Failure to Comply with Statutory Deadlines in 
Violation of FOIA) 

73. Plaintiff repeats, re-alleges, and reincorporates the allegations in the foregoing 

paragraphs as though fully set forth herein.  

74. FOIA requires HHS to provide a final determination within 20 working days after 

the receipt of Exela’s FOIA request. 5 U.S.C. § 552(a)(6)(A). This 20-day time limit may be 

extended an additional 10 working days in the event of “unusual circumstances.” 5 U.S.C. § 

552(a)(6)(B)(i); see also 45 C.F.R. § 5.24(f). 

75. More than 30 working days have passed since Exela’s three FOIA requests were 

received and logged by HHS. See Exs. 1, 12, and 21.  

76. To date, HHS has not provided a final determination in response to Exela’s FOIA 

requests, nor has it communicated when Exela can expect its requests to be processed.  

77. Additionally, to date, HHS has not responded to Exela’s April 18, 2023, proposed 

narrowing of its request, See Exs. 10, 19, and 29. 

78. HHS has failed to make a timely determination in response to Exela’s FOIA 

requests, in violation of FOIA. See 5 U.S.C. § 552(a)(6). 

79. All administrative remedies required by FOIA have been constructively exhausted. 

See 5 U.S.C. § 552(a)(6)(C)(i). 

SECOND CLAIM FOR RELIEF 
(Unlawful Withholding of Agency Records in Violation of FOIA) 

80. The allegations in the foregoing paragraphs are expressly incorporated herein as if 

restated in full. 

2 Each claim for relief brought by Exela in this complaint applies to all three FOIA requests 
detailed above. 
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81. FOIA requires HHS to process records requests and promptly provide the requested 

records or the reasonably segregable portion of records not subject to a FOIA exemption. 5 U.S.C. 

§ 552(a)(3)(A). 

82. To date, HHS has neither provided nor made available any responsive documents 

in response to Exela’s FOIA requests, nor has HHS claimed that any responsive records are exempt 

from disclosure. 

83. Therefore, HHS’s failure to promptly produce requested records or claim applicable 

exemptions violates FOIA. 5 U.S.C. § 552(a)(3)(A). 

THIRD CLAIM FOR RELIEF 
(Declaratory Judgment) 

84. The allegations in the foregoing paragraphs are expressly incorporated herein as if 

restated in full. 

85. For the same reasons described in each of the previous counts, Exela is entitled to 

a declaratory judgment that HHS has been and is violating the law. 

PRAYER FOR RELIEF 

Plaintiff respectfully requests that the Court: 

A. Declare that HHS failed to make and communicate a timely determination 

regarding each of Exela’s three requests, in violation of FOIA, 5 U.S.C. §§ 552(a)(6)(A)(i), 

(a)(6)(E)(iii); 

B. Declare that HHS failed to promptly provide records responsive to each of Exela’s 

three requests, in violation of FOIA, 5 U.S.C. § 552(a)(3); 

C. Order HHS to immediately conduct a reasonable search for all responsive records 

and demonstrate that it employed search methods reasonably calculated to uncover all records 

responsive to the requests as required by FOIA, 5 U.S.C. § 552(a)(3)(C); 

17 
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D. Order HHS to immediately provide a determination on Exela’s requests as required 

by FOIA, 5 U.S.C. § 552(a)(6)(A)(i), and produce a Vaughn index of any responsive records 

withheld under claim of exemption, see Judicial Watch, Inc. v. FDA, 449 F.3d 141, 145–46 (D.C. 

Cir. 2006); 

E. Order HHS to promptly make available to Exela all responsive, non-exempt 

records, as required by FOIA, 5 U.S.C. § 552(a)(3); 

F. Maintain jurisdiction over this action to ensure that HHS produces all non-exempt 

responsive records to Exela, and that any non-exempt portions of responsive records are not 

improperly withheld; 

G. Award reasonable attorneys’ fees and allowable costs, including under 5 U.S.C. 

§ 552(a)(4)(E); and 

H. Grant Exela such other and further relief to which it is justly entitled at law and in 

equity. 

Dated: May 2, 2023  
Respectfully submitted, 

Jason B. Torchinsky (DCB # 976033) 
Edward M. Wenger (DCB # 1001704) 
Kenneth C. Daines (DCB# 1600753) 
HOLTZMAN VOGEL BARAN 
TORCHINSKY AND JOSEFIAK PLLC 
2300 N Street, NW, Suite 643A 
Washington, DC 20037  
jtorchinsky@holtzmanvogel.com 
emwenger@holtzmanvogel.com 
kdaines@holtzmanvogel.com 
Phone: (202-737-8808 
Fax: (540) 341-8809 

Counsel for Plaintiff 
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UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 

) 

Plaintiff ) 

) 

v. ) Civil Action No. 

) 

) 

Defendant ) 

SUMMONS IN A CIVIL ACTION 

To: (Defendant’s name and address) 

A lawsuit has been filed against you. 

Within 30 days after service of this summons on you (not counting the day you received it) you must 
serve on the plaintiff an answer to the attached complaint or a motion under Rule 12 of the Federal Rules of 
Civil Procedure.  The answer or motion must be served on the plaintiff or plaintiff’s attorney, whose name and 
address are: 

CLEAR FORM

EXELA PHARMA SCIENCES, LLC

DEPARTMENT OF HEALTH AND HUMAN SERVICES

United States Department of Health & Human Services 
200 Independence Avenue, S.W. 
Washington, D.C. 20201

Jason Torchinsky, Esq. 
Holtzman Vogel Baran Torchinsky  
   & Josefiak PLLC 
2300 N Street, NW 
Suite  643A 
Washington, DC 20037
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FOIA Summons 

1/13 

1:23-cv-1242  

If you fail to respond, judgment by default may be entered against you for the relief demanded in the 
complaint. You also must file your answer or motion with the court. 

ANGELA D. CAESAR, CLERK OF COURT 

Date: 
Signature of Clerk or Deputy Clerk 
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FOIA Summons (1/13) (Page 2) 

Civil Action No. 

PROOF OF SERVICE 

(This section should not be filed with the court unless required by Fed. R. Civ. P. 4 (l)) 

This summons for (name of individual and title, if any) 

was received by me on (date) . 

’ I personally served the summons on the individual at (place) 

on (date) ; or 

’ I left the summons at the individual’s residence or usual place of abode with (name) 

, a person of suitable age and discretion who resides there, 

on (date) , and mailed a copy to the individual’s last known address; or 

’ I served the summons on (name of individual) , who is 

designated by law to accept service of process on behalf of (name of organization) 

on (date) ; or 

’ I returned the summons unexecuted because ; or 

’ Other (specify): 

. 

My fees are $ for travel and $ for services, for a total of $ 

I declare under penalty of perjury that this information is true. 

Date: 
Server’s signature 

Printed name and title 

Server’s address 

Additional information regarding attempted service, etc: 

0.00

Print Save As... Reset

. 



UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 

) 

Plaintiff ) 

) 

v. ) Civil Action No. 

) 

) 

Defendant ) 

SUMMONS IN A CIVIL ACTION 

To: (Defendant’s name and address) 

A lawsuit has been filed against you. 

Within 30 days after service of this summons on you (not counting the day you received it) you must 
serve on the plaintiff an answer to the attached complaint or a motion under Rule 12 of the Federal Rules of 
Civil Procedure.  The answer or motion must be served on the plaintiff or plaintiff’s attorney, whose name and 
address are: 

CLEAR FORM

EXELA PHARMA SCIENCES, LLC

DEPARTMENT OF HEALTH AND HUMAN SERVICES

U.S. Department of Justice 
Attn: Merrick B. Garland 
Attorney General of the United States 
950 Pennsylvania Avenue, NW 
Washington, DC 20530-0001

Jason Torchinsky, Esq. 
Holtzman Vogel Baran Torchinsky  
   & Josefiak PLLC 
2300 N Street, NW 
Suite  643A 
Washington, DC 20037
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FOIA Summons 
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1:23-cv-1242  

If you fail to respond, judgment by default may be entered against you for the relief demanded in the 
complaint. You also must file your answer or motion with the court. 

ANGELA D. CAESAR, CLERK OF COURT 

Date: 
Signature of Clerk or Deputy Clerk 
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FOIA Summons (1/13) (Page 2) 

Civil Action No. 

PROOF OF SERVICE 

(This section should not be filed with the court unless required by Fed. R. Civ. P. 4 (l)) 

This summons for (name of individual and title, if any) 

was received by me on (date) . 

’ I personally served the summons on the individual at (place) 

on (date) ; or 

’ I left the summons at the individual’s residence or usual place of abode with (name) 

, a person of suitable age and discretion who resides there, 

on (date) , and mailed a copy to the individual’s last known address; or 

’ I served the summons on (name of individual) , who is 

designated by law to accept service of process on behalf of (name of organization) 

on (date) ; or 

’ I returned the summons unexecuted because ; or 

’ Other (specify): 

. 

My fees are $ for travel and $ for services, for a total of $ 

I declare under penalty of perjury that this information is true. 

Date: 
Server’s signature 

Printed name and title 

Server’s address 

Additional information regarding attempted service, etc: 

0.00

Print Save As... Reset

. 



UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 

) 

Plaintiff ) 

) 

v. ) Civil Action No. 

) 

) 

Defendant ) 

SUMMONS IN A CIVIL ACTION 

To: (Defendant’s name and address) 

A lawsuit has been filed against you. 

Within 30 days after service of this summons on you (not counting the day you received it) you must 
serve on the plaintiff an answer to the attached complaint or a motion under Rule 12 of the Federal Rules of 
Civil Procedure.  The answer or motion must be served on the plaintiff or plaintiff’s attorney, whose name and 
address are: 

CLEAR FORM

EXELA PHARMA SCIENCES, LLC

DEPARTMENT OF HEALTH AND HUMAN SERVICES

U.S. Attorney’s Office for D.C. 
Attn: Civil Process Clerk 
601 D Street, NW 
Washington, DC 20530

Jason Torchinsky 
Holtzman Vogel Baran Torchinsky  
   & Josefiak PLLC 
2300 N Street, NW 
Suite  643A 
Washington, DC 20037
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FOIA Summons 

1/13 

1:23-cv-1242  

If you fail to respond, judgment by default may be entered against you for the relief demanded in the 
complaint. You also must file your answer or motion with the court. 

ANGELA D. CAESAR, CLERK OF COURT 

Date: 
Signature of Clerk or Deputy Clerk 
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FOIA Summons (1/13) (Page 2) 

Civil Action No. 

PROOF OF SERVICE 

(This section should not be filed with the court unless required by Fed. R. Civ. P. 4 (l)) 

This summons for (name of individual and title, if any) 

was received by me on (date) . 

’ I personally served the summons on the individual at (place) 

on (date) ; or 

’ I left the summons at the individual’s residence or usual place of abode with (name) 

, a person of suitable age and discretion who resides there, 

on (date) , and mailed a copy to the individual’s last known address; or 

’ I served the summons on (name of individual) , who is 

designated by law to accept service of process on behalf of (name of organization) 

on (date) ; or 

’ I returned the summons unexecuted because ; or 

’ Other (specify): 

. 

My fees are $ for travel and $ for services, for a total of $ 

I declare under penalty of perjury that this information is true. 

Date: 
Server’s signature 

Printed name and title 

Server’s address 

Additional information regarding attempted service, etc: 

0.00

Print Save As... Reset

. 
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EXHIBIT 1 



March 13, 2023 

Arianne Perkins 
Freedom of Information Officer 

E { ELA 
PHARMA SC I ENCES 

1245 Blowing Rock Blvd 
Lenoir, NC 28645 
www .exelapharma.com 

Department of Health and Human Services (HHS) 
Office of the Secretary (OS) 
Freedom of Information Act Office 
Hubert H. Humphrey Building, Room 729H 
200 Independence A venue, SW 
Washington, D.C. 20201 

Re: Freedom of Information Act (FOIA) Request 

Dear Freedom of Information Officer: 

Pursuant to the Freedom of Information Act ("FOIA"), 5 U.S.C. § 552, and HHS's FOIA 
implementing regulations, 45 C.F.R. § 5.21 et seq., Phanesh Koneru, Bridget Archer, and Exela 
Pharma Sciences, LLC ( collectively "Requesters") hereby request the following records I in HHS' s 
possession on or after January 1, 2021 through the date of production: 

All records relating to development, drafting, and/or publication of the December 
2022 Draft Guidance titled Small Volume Parenteral Drug Products and Pharmacy 
Bulk Packages for Parenteral Nutrition: Aluminum Content and Labeling 
Recommendations (the "December Guidance"), including all records received, 
reviewed, or considered by HHS (including any Office, Division ( other than the 
U.S. Food and Drug Administration ("FDA"2), or other administrative unit of the 
Department, and/or any HHS employees), to the extent they exist, relating to the 
December Guidance. Please be sure to include all memoranda, briefings, meeting 
minutes, reports, notes, talking points, opinions, directives, policy statements, and 
any other records reflecting or memorializing communications relating to the 
December Guidance both ( 1) within HHS, including, but not limited to, 
communications by, within, between, or among HHS's Office of the General 

1 "Records," as that term is defined under FOIA (5 U.S.C. § 552(t)(2)), and under applicable case law (see, e.g. , 
Forsham v. Harris , 445 U.S. 169, 193 (1980)) include, but are not limited to, written correspondence, memoranda, 
records kept in electronic format on computers and/or electronic storage devices, email correspondence (whether 
through .gov email addresses or private third-party services such as Gmail), records of telephone correspondence, 
records pertaining to in-person meetings, calendar or scheduling entries, videotapes, photographs, computer print
outs, telephone messages, or voicemail messages. 
2 Requesters have filed separate FOIA requests directly with FDA and therefore do not need HHS to search FDA's 
records for responsive documents. 

1 
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Counsel, Office of the Assistant Secretary for Health, and/or the Immediate Office 
of the Secretary; and (2) between or among HHS and any other Federal or State 
departments or agencies ( other than FDA) or their administrative units or 
employees; Congress (including Members of Congress, committees, 
subcommittees, and/or congressional staff); and any non-governmental 
corporations, companies, partnerships, unincorporated associations, or other 
entities or individuals. 

Because of the time-sensitive nature of this request, Requesters ask that you strictly comply with 
FOIA's 20-day deadline. See 5 U.S.C. § 552(a)(6)(A). Along with our outside counsel, Requesters 
would be pleased to discuss this request with you if doing so could help facilitate a timely response. 
Finally, Requesters ask that HHS process this request consistent with the Department of Justice's 
policy memorandum (directed to the heads of executive departments and agencies) emphasizing 
the presumption of disclosure under FOIA, as amended by the FOIA Improvement Act of 2016. 3 

Request for Expedited Processing: Requesters further request that HHS provide expedited 
processing of this FOIA request. This request qualifies for expedited treatment pursuant to 45 
C.F.R. § 5.27(b)(l) and 5 U.S.C. § 552(a)(6)(E) because the lack of publicly available information 
regarding aluminum levels in cysteine drug products could "reasonably be expected to pose an 
imminent threat to the life or physical safety of an individual," 5 U.S.C. § 552(a)(6)(E)(v)(I), 
including many preterm infants-whose lives depend on using these products, but who may be 
seriously harmed by exposure to unsafe levels of aluminum contamination in the process. 4 

L-cysteine is a necessity for proper human life functioning. While healthy adults can naturally 
synthesize small amounts of L-cysteine, certain high-risk patients-including preterm and/or low 
birth weight infants and patients with severe liver disease-require L-cysteine supplementation by 
parenteral administration. Aluminum toxicity in the administration of such treatment can cause 
serious health problems, including bone toxicity, dementia, impaired neurologic development, 
Alzheimer's disease, and liver disease, among other conditions. Federal regulation of aluminum 
in these products thus has a direct impact on the health and safety of society's most vulnerable 
individuals, and the lack of publicly available information concerning aluminum levels in cysteine 
products "could reasonably be expected to pose an imminent threat to the life or physical safety," 
id.; 45 C.F.R. § 5.27(b )(1 ), by depriving healthcare professionals of critical information needed to 
ensure the health and safety of highly vulnerable patients, including preterm infants who require 
total parenteral nutrition ("TPN") and adult and pediatric patients with severe liver disease who 
may have impaired enzymatic processes and require TPN. Patients with underlying renal 
impairment who receive prolonged courses of parenteral nutrition support are at greatest risk of 

3 Dep't of Justice Office of Infonnation Policy, Memorandum from The Attorney General, March 15, 2022, 
available at https://www.justice.gov/ag/page/file/l 483516/download (last visited September 10, 2022). 
4 See, e.g., Mark R. Corkins, "Review finds greatest risk of aluminum exposure is via parenteral nutrition," American 
Academy of Pediatrics News, Nov. 25, 2019, available at https://publications.aap.org/aapnews/news/13404 (last 
visited Mar. 6, 2023); Mark R. Corkins, Praveen S. Goday, and Ellen S. Rome, "Aluminum Effects in Infants and 
Children," American Academy of Pediatrics, vol. 144, no. 6 (Dec. 2019), available at 
https:/ /publications.aap.org/pediatrics/article/l 44/6/e20193148/37901/ Alurninum-Effects-in-Infants-and
Children?autologincheck=redirected (last visited Mar. 6, 2023); Heather A. Wier and Robeti J. Kuhn, "Aluminum 
Toxicity in Neonatal Parenteral Nutrition: What Can We do?" SAGE Journals, vol 45, no. 1 (Jan. 2012), available at 
https://joumals.sagepub.com/doi/10. 1345/aph.1 Q399 (last visited Mar. 6, 2023). 
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exposure to toxic levels of aluminum from parenteral nutrition. Obtaining the requested records 
regarding these government activities is necessary to protect the health of these vulnerable 
individuals. 

As required by statute and federal regulation, the undersigned certify that the above information is 
true and correct to the best of their knowledge and belief. 

Search and Processing of Requested Records: Upon receipt of this request, please take all 
reasonable steps to preserve relevant public records while the request is pending. Please also 
contact us promptly to provide an estimated date on which you will finish processing this request. 
Notice is hereby given that the Requesters request an estimation of appropriate fees incurred and 
assessed for the "document search and duplication" of the department records responsive to this 
request if such fees should exceed $250.00. 5 U.S.C. § 552(a)(4)(A)(ii)(III). 

Please search for responsive records regardless of format, medium, or physical characteristics. 
Requesters ask that responsive electronic records be produced electronically in their native file 
format, if possible, or the format most felicitous to an expedited production. Alternatively, 
Requesters request that the Records be provided electronically in text-searchable PDF, in the best 
image quality in HHS's possession, and in separate, Bates-stamped files. 

If this FOIA request is denied in whole or in part, please provide the reasons for the denial, pursuant 
to 5 U.S.C. § 552(a)(6)(A)(i). If it is your position that any portion of the requested records is 
exempt from disclosure, we request that you provide a Vaughn index of those documents. See 
Vaughn v. Rosen, 484 F.2d 820 (D.C. Cir. 1973). As you are aware, a Vaughn index must describe 
each document claimed as exempt with sufficient specificity "to permit a reasoned judgment as to 
whether the material is actually exempt under FOIA." Founding Church of Scientology v. Bell, 
603 F.2d 945, 959 (D.C. Cir. 1979). Moreover, the Vaughn index must "describe each document 
or portion thereof withheld, and for each withholding it must discuss the consequences of 
supplying the sought- after information." King v. US. Dep 't of Justice, 830 F.2d 210, 223-24 
(D.C. Cir. 1987). 

In the event that some portions of the requested records are properly exempt from disclosure, 
please disclose any reasonably segregable, non-exempt portions of the requested records. See 5 
U.S.C. § 552(b ). Pursuant to regulation, please clearly delineate any and all redactions in such a 
manner so that the justification for each redaction is apparent. If it is your position that a document 
contains non-exempt segments and that those non-exempt segments are so dispersed throughout 
the documents as to make segregation impossible, please state what portion of the document is 
non-exempt, and how the material is dispersed through the document. Mead Data Cent. v. US. 
Dep 't of the Air Force, 455 F.2d 242,261 (D.C. Cir. 1977). Claims of non-segregability must be 
made with the same detail as required for claims of exemptions in a Vaughn index. If a request is 
denied in whole, please state specifically that it is not reasonable to segregate portions of the record 
for release. 

For records available in electronic format, please email the documents to 
jtorchinsky@holtzmanvogel.com. Please send all other requested documents to the attention of: 

Holtzman Vogel Baran Torchinsky & Josefiak 
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Attn: Jason Torchinsky 
2300 N. St. NW Ste. 643A 
Washington, D.C. 20037 

Finally, we reiterate our request that responsive documents be made available as soon as they are 
located and reviewed via a rolling production. Requesters will pay reasonable increased costs 
incurred to facilitate a rolling production. 

If you have any questions about this request, please do not hesitate to contact either me or my 
counsel. 

Phanesh 
Koneru 

Digitally signed by 
Phanesh Koneru 
Date: 2023.03.13 
12:02:45 -04'00' 

Phanesh Koneru 
Chief Executive Officer 
(703) 964-7884 
pkoneru@exela.us 

/Jz/1.j ~ ~ L,, J-1 s-~2-3 
Rrioe~t A re her 
Pharmacist-in-Charge 
(704) 301-7687 
barcher@exela.us 
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EXHIBIT 2 



From: noreply@ains.com 
Date: March 14, 2023 at 2:37:57 PM GMT +1 
To: Jason Torchinsky <jtorchinsky@holtzmanvogel.com> 
Subject: Request Acknowledgement by U.S. Department of Health & Human Services 

You don't often get email from noreply@ains.com. Learn why this is important 

Dear Phanesh Koner u , 

Your r equest has been r eceived b y the U. S . Depar tment of Health & Human 
Ser vices . The r equest has been assigned t r acking# 2023- 00558- FOIA- OS , please 
log i nto your account and r eview your submission . 

The 
application addr ess is https : //requests . publiclink . hhs . gov . 

Thank you , 
U. S . Depar tment of Health & Human Ser vices 
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From: Noussoukpoe, Ray <foiarequest@hhs.gov> 
Sent: Wednesday, March 15, 2023 4:22 PM 
To: Jason Torchinsky <jtorchinsky@holtzmanvogel.com> 
Subject: HHS FOIA Clarification Letter -- 2023-00558-FOIA-OS 

Subject: FW: HHS FOIA Clarification Letter -- 2023-00558-FOIA-OS 
Attachments: HHS FOIA 3 -- Guidance -- Related Documents.pdf; Clarification Letter.pdf 

Hello, Phanesh Koneru 

Attached is a Clarification Letter to your FOIA request 2023-00558-FOIA-OS. If you have any questions, please contact 
HHS FOIA Office at FoiaRequest@hhs.gov. 

Thank You 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary 
Assistant Secretary for Public Affairs 

Washington, D.C. 20201 

Case No. 2023-00558-FOIA-OS 

March 15, 2023 

Sent via email:  
Phanesh Koneru 
Exela Pharma Sciences, LLC 
jtorchinsky@holtzmanvogel.com 

Dear Phanesh Koneru: 

This clarification letter is in response to your March 14, 2023, Freedom of Information Act 
(FOIA) request.  Specifically, you requested the following: 

“All records relating to development, drafting, and/or publication of the December 
Draft Guidance titled Small volume parenteral drug products and pharmacy bulk 
packages for parenteral nutrition: Aluminum content and labeling recommendations 
... (Date Range for Record Search: From 1/1/2021 To 3/14/2023)”. 

The FOIA allows the public to request access to "reasonably described" existing agency records 
(subject to any applicable FOIA exemptions to disclosure).  This means you must describe the 
category of records you are seeking or the actual document(s), and provide sufficient details to 
permit a search with reasonable effort, utilizing existing indices and search tools.  

“….. a written description of the records you seek in sufficient detail to enable our staff to 
locate them with a reasonable amount of effort.  The more information you provide, the 
better possibility we have of finding the records you are seeking.  Information that will 
help us find the records would include: 

(1) The agencies, offices, or individuals involved; 
(2) The approximate date(s) when the records were created; 
(3) The subject, title, or description of the records sought; and 
(4) Author, recipient, case number, file designation, or other reference number, if 
available.” 

This letter is to obtain clarification regarding your FOIA request. 
Unfortunately, you have not described the records with enough specificity to allow us to 
continue with the processing of your request. As stated in line one (1) name of all HHS 
employees involved and any other individuals (external to HHS if any) involved name and 

In accordance with Title 45 Code of Federal Regulations Subtitle A, Subpart B – How to 
Request Records under FOIA, HHS outlined what must be contained in FOIA requests to allow 
staff to locate requested records with a reasonable amount of effort.  As set out in HHS FOIA 
Regulations, 
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2023-00558-FOIA-OS 

email domain names are required. 
In other words, name of HHS employees and name and email domain names of all external 
individuals who communicate "relating to development, drafting, and/or publication of the 
December Draft Guidance" are needed to conduct an electronic search for records. 

Additionally, provide search key "terms" or "words" to use for an effective and efficient search. 

The Office of the Chief Information Officer reports due to technology constraints, HHS cannot 
run a blind search against all users in HHS or an operating/staff division. Electronic searches run 
against our live email system and a search against all HHS employees would crash our system. 

Regarding the search terms, we would need the domain names for each entity in the list so that 
we could identify emails to or from a custodian to those entities.  For example, “emails to or 
from Jane Doe (Jane.Doe@hhs.gov) and @organization.org or @commercial_entity.com” with 
specific key words and date ranges. 

Once you provide the above information/details clarifying you request, we can conduct a search. 

At this time, we have placed your request in “tolled” status. Therefore, please clarify and 
describe the records you are seeking, by sending an email to Ray Noussoukpoe, of my staff, at 
FOIARequest@hhs.gov. 

After you further advise us what records you are seeking, we can begin to process your FOIA 
request. 

HHS “may deny your request for other reasons, including that a request does not reasonably 
describe the records sought” in accordance with the HHS FOIA Regulations cited in paragraph 
three. If you have not contacted our office within 30 business days from the date of this letter, 
your request will be administratively closed.  Therefore, no action on your part is needed, if you 
no longer have a need for the records.  

Sincerely yours,                 

Arianne Perkins 
Director 
FOI/Privacy Acts Division 

mailto:FOIARequest@hhs.gov
https://commercial_entity.com
https://organization.org
mailto:Jane.Doe@hhs.gov
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EXHIBIT 5 



March 19, 2023 

Arianne Perkins 
Freedom of Information Officer 

E {ELA 
Pl-Ill.RM,\ SCIENr.es 

1245 Blowing Rock Blvd 
Lenoir, NC 28645 
ww\v .exelapham1a.com 

Department of Health and Human Services (.IDIS) 
Office of the Secretary (OS) 
Freedom of Information Act Office 
Hubert H. Humphrey Building, Room 729H 
200 [ndependence A venue, SW 
Wasbingto~ D.C. 20201 

Re: Case No. 2023-005S8-FOIA-OS 

Ms. Perkins: 

I write in response to your March 15, 2023 letter (the "Clarification Letter") requesting additional 
information with respect to the above-captioned FOIA request (the "Request"). As you know, that 
Request sought: 

All records relating to development, drafting, and/or publication of the December 2022 
Draft Guidance titled Small Volume Parenteral Drug Products and Pharmacy Bulk 
Packages for Parenteral Nutrition: Aluminum Content and Labeling Recommendations 
(the "December Guidance"), including all records received, reviewed, or considered by 
HHS (including any Office, Division (other than the U.S. Food and Drug Administration 
('"FDA"), or other administrative unit of the Department, and/or any HHS employees), to 
the extent they exist, relating to the December Guidance. Please be sure to include all 
memoranda, briefings, meeting minutes, reports, notes, talking points, opinions, directives, 
policy statements, and any other records reflecting or memorializing communications 
relating to the December Guidance both ( 1} within HHS, including, but not limited to, 
communications by, within, between, or among HHS's Office of the General Counsel, 
Office of the Assistant Secretary for Health, and/or the Immediate Office of the Secretary; 
and (2) between or among HHS and any other Federal or State departments or agencies 
( other than FDA) or their administrative units or employees; Congress (including Members 
of Congress, committees, subcommittees, and/or congressional staff); and any non
governmental corporations, companies, partnerships, unincorporated associations, or other 
entities or individuals. 

Request at 1 & n.1 . 
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Despite the specificity of our Request-which, generally speaking, seeks aJl records regarding 
internal communications within HHS or external communications between HHS and any other 
Federal or St.ate department or agencies, Congress, or non-governmental entities regarding the 
December Guidanc~tbe Clarification Letter asserts that the Request did "not describe(] the 
records with enough specificity" simply because it did not provide the "pame of all fD-IS 
employees involved and any other individuals (external to HHS if any) involved name and email 
domains are required" Clarification L tr. at 1-2 ( all emphases as in original). The Clarification 
Letter further suggests that HHS's FOIA regulations require us to provide this information as a 
condition of processing the Request. Id. at 1 (''In accordance with Title 45 Code of Federal 
Regulations Subtitle A, Subpart B - How to Request Records under FOIA, HHS outlined what 
must be contained in FOIA requests to allow st.aff to locate requested records with a reasonable 
amount of effort.''). 

Those assertions are incorrect: The cited regulation does not remotely require FOIA requesters to 
identify each (or any) oftbe particular individuals who may have been involved in creating certain 
responsive records (whether as an author or recipient) or to supply any of the additional 
information you have demanded. 1 Instead, the cited regulation merely identifies certain kinds of 
«[i]nfonnation that will help us find the records you are seeking" and then lists as, illustrative 
examples, "the agencies, offices, or individuals involved" and the "author, recipient, case number, 
file designation, or other reference number, if availabl.e." 45 C.F.R § 5.22(a)(l), (4} (both 
emphases added). The Clarification Letter's assertion that this regulation somehow "require[s]" 
Requesters to provide the information you have demanded therefore is triply flawed. 

First, the courts have held that substantially similar FOIA regulations-which merely identify 
useful categories of infonnation that would be helpful to the processing federal agency--do not in 
fact require FOIA requesters to supply all (or indeed any) such information as a condition of 
processing a FOIA request. See, e.g., Biear v. Attorney General of the United States, 905 F.3d 
151, 156 (3d Cir. 2018) ("The government contends that Biear's request was insufficiently 
detailed, in part because it failed to suggest specific sections [ of the Department of Justice] in 
which responsive records might be maintained. The text of the regulation does not require that a 
request contain that information. It states only that a request should contain that information '[t]o 
the extent possible.'") ( discussing 28 C.F .R. § 16.3(b) ("Requesters must describe the records 
sought in sufficient detail to enable Department personnel to locate them with a reasonable amount 
of effort. To the extent possible, requesters should include specific information that may assist a 
component in identifying the requested records, such as the date, title or name, author, recipient, 
subject matter of the record, case number, file designation, or reference number.")). HHS's 
regulation does not differ materially from the Department of Justice's: Just like DOJ's regulation, 

1 We note that the only concerns your response articulates relate to email searches. Clarification Letter at 2 
(demanding that Requeste,s provide •·email domain names"}; id. (complaining that "HHS cannot run a blind search 
against all users in liliS or an operating/staff division" because "our Jive email system ... would crash"); id. 
(seeking domain name infonnation "so that we could identify emails to or from a custodian to those entities")- But 
the Request is not limited to emails; it seeks "A.fl records containing or reflecting communications" between llliS 
and outside parties regarding the specified subject matter, Request at 1 (emphasis added}-some of which may be 
cOJitaincd in emails, and some of which may be contained in other Department records. Id. at 1 n.1 ( defining the 
term "records"). You therefore have provided no basis for refusing to commence a search of your other systems for 
responsive records, and Requesters accordingly reject the Clarification Letter's assertion that the deadline for 
responding to this Request has been. or legitimately can be, "tolled" Cf Clarification Letter at 2. 
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Iil-IS's regulation begins by asserting that FOIA requesters must describe .. the records you seek in 
sufficient detail to enable our staff to locate them with a reasonable amount of effort," and then 
identifies certain categories of "infonnation that will help us ... if available." 45 C.F.R. § 5.22(a). 
It does not, however, require FOIA requesters to supply any such information (whether available 
or not) as a condition of fulfilling the request, just as the courts have made clear that DOJ's 
substantially similar regulation includes no such requirement. See Biear, 905 F.3d at 156. 

Second, the Request fully complied with your regulation in any event. Whether or not the 
regulation requires Requesters to supply certain categories of information ( and it doesn't, for the 
reasons we have just explained), the Request did exactJy what the regulation expressly authorizes: 
It specifically identified "the agencies, offices, or individuals involved," 45 C.F.R. § 5.22(a) 
( emphasis added), by identifying several of the offices in which responsive records likely would 
be found, including "IffiS' s Office of the General Counsel, Office of the Assistant Secretary for 
Health, and/or the Immediate Office of the Secretary." Request at 1. Needless to say, each of the 
identified "Office[s]" is an "office" within the meaning of 45 C.F.R. § 5.22(a). And the 
regulation's disjunctive use of the word "or" makes clear that FOIA requesters are not required to 
supply the names of all "agencies, offices, and individuals invoJved" (assuming, for the sake of 
argument, that it requires anything at all). Any one of those alternatives suffices, and the Request 
supplied them. See, e.g.,In re Espy, 80 F.3d 501,505 (D.C. Cir. 1996) ("[A] statute written in the 
disjunctive is generally construed as setting out separate and distinct alternatives."); cf. Loving v. 
IRS, 742 F.3d 1013, 1019 (D.C. Cir. 2014) ("[T]he statute uses the conjunctive 'and' - not the 
disjunctive 'or' -when listing the various requirements, a strong indication that Congress did not 
intend the requirements as alternatives."). 

Finally, the cited regulation expressly acknowledges that FOIA requesters may not have the 
information you are demanding Requesters now provide-here, for instance, the names and email 
addresses of any and all persons involved in communications that are contained or reflected in the 
records we have requested--and therefore makes clear that such information can only "help 
[HHS]" (let alone be required as a condition of processing a given FOIA request) "if available." 
45 C.F.R. § 5.22(a)(4) (emphasis added). That commonsense recognition precisely describes this 
matter. By its plain terms, the Request seeks information about communications to which Exela 
was not a party. Requesters do not know, and cannot know, every single person at ID-IS who may 
have had communications about the Request's subject matter with outside parties, let alone every 
single person outside of IIBS who may have had communications with fillS about that subject 
matter. Indeed, the whole point of the Request is to determine whether there were such 
communications, who was involved in such communications, and what those communications 
were. FOIA in tum makes it your responsibility to find that information for us-not force us to 
divine and disclose the unknowable as a condition of complying with your statutory obligations. 

That having been said, Requesters certainly understand that compliance with your FOIA 
obligations may require you to run a variety of email searches given the alleged limitations of your 
email system (though we note that is a problem for which Requesters assuredly are not responsible, 
and which does not othecwise justify lillS's refusal to process the Request). HHS of course 
maintains names and contact infonnation for aU staff within the identified Offices (including, for 
example, IffiS 's Office of the General Counsel, Office of the Assistant Secretary for Health, and/or 
the Immediate Office of the Secretary). And Requesters have no objection to you running 
individual searches for responsive documents on an employee-by-employee basis if it really is true 
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that your email system is incapable of rwm.ing searches on a broader basis (again, however, we 
note that your own FOIA regulation expressly provides that requests can be made, and therefore 
can be processed, on an agency- or office-wide basis, and not merely on an individual-by
individual basis, see 45 C.F.R. § 5.22(a)(l)). 

To the extent it would further assist your efforts, and without limiting the scope of the Request in 
any way, we might suggest your search of emails begin with the following HHS custodians: 

1. Xavier Becerra - Xavier.Becerra@hhs.gov 
2. Sean McCluskie - Sean.Mccluskie@hhs.gov 
3. Angela Ramirez - Angela.Rmnirez@hhs.gov 
4. Anne Reid-Anne.Reid@fda.hhs.gov 
5. Stephen Cha- Stephen.Cha@hhs.gov 
6. Karuna Seshasai - Karuna.Seshasai@hhs.gov 
7. Elizabeth Gramling-Elizabeth.Gramling@hhs.gov 
8. Kashif Syed - TauheedAliKashif. Syed@hrsa.hhs.gov 
9. Samuel Bagenstos - Samuel.Bagenstos@hhs.gov 
10. Andrea Palm - Andrea.Palm@hhs.gov 
11. Angela Botticella - Angela.Botticella@hhs.gov 
12. Melanie Egorin-Melanie.Egorin@hhs.gov 
13. Rose Sullivan - Rose.Sullivan@hhs.gov 
14. Madeline Daly .. Madeline.Daly@hhs.gov 
15. Kimberly Espinosa - Kimberly.Espinosa@hhs.gov 
16. Alex Graf -Alex.Graf@hhs.gov 
l 7. Steven .. Jeff' Hild - Jeff.Hild@acf.hhs.gov 
18. Peter Rechter - Peter.Rechter@hhs.gov 
19. Leslie Zelenko - Leslie.Zelenko@hhs.gov 
20. Staceye Arrington - Staceye.Arrington@hhs.gov 
21. William Brady- William.Brady@hhs.gov 
22. Caitlin Fross - Caitlin.Fross@hhs.gov 
23. Syed Mohiuddin - Syed.Mohiuddin@hhs.gov 
24. Remi Roberts - Remi.Roberts@bhs.gov 
25. Adm. Rachel L. Levine, MD - Rachel.Levine@hhs.gov 
26. Sarah Boateng - Sarah.Boateng@hhs.gov 
27. Maura Calsyn- Maura.Calsyn@hhs.gov 
28. Michael Tademarco - Michael.Iademarco@hhs.gov 
29. Mirabelle Adamu- Mirabelle.Adamu@hhs.gov 
30. Evan Sturtevant - Evan.Sturtevant@hhs.gov 
31. Steven Rush - Steven.Rush@hhs.gov 
32. K.eian Weld-Keian.Weldl@hhs.gov 
33. HHS Counselors-HHS.Counselors@hhs.gov 

Please also request that any custodians review personal email addresses for responsive documents. 

We also are pleased to provide the following key search terms to help facilitat.e your identification 
of records-whether contained in emails or otherwise-that may be responsive to the Request: 
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·'aluminum," .. cysteine;' "Nivagen/' '"Sandoz," "Eton," "Exela," "small volume parenteral," 
and/or "SVP." 

Finally, and as the Request previously noted, Requesters ask that responsive documents be made 
available as soon as they are located and reviewed via a rolling production-a request that is all 
the more important given that your Clarification Letter raises concerns only with respect to HHS 's 
search of email-based records, and not any of the other types of ree-0rds that might be responsive 
to the Request. To the extent you continue to have concerns about the email component of the 
Request after considering this correspondence, we reiterate that there is no lawful hasis for refusing 
to search your other systems/locations for responsive documents and rem.ind you of HHS's 
statutory obligation to respond to the Request within 20 days. 5 U.S.C. § 552(a)(6)(A). 

If you have further questions about this request, we respectfully suggest th.at a telephone 
conference with me and my outside counsel might be the roost efficient course of action. Please 
let me know if and when you would like discuss these issues. 

Best regards, 

Phanesh Digltally slgnedby 
Phanesh Koneru 

Koneru Date:2023.03.19 
23:34:33 -04'00' 

Phanesh Koneru 
Chief Executive Officer 
(703) 964-7884 
pkoneru@exela.us 

/J/1,'_/ .. _ 1rlYi ~ 
'if_~--r (' ~-!Cj-~.23. 
Bridget Archer 
Pharmacist-in-Charge 
(704) 301-7687 
barchcr@exela.us 
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From: Ken Daines <KDaines@HoltzmanVogel.com> 
Sent: Monday, March 20, 2023 11:35 AM 
To: Noussoukpoe, Ray (OS/ ASPA) <Ray.Noussoukpoe@hhs.gov> 
Cc: Jason Torchinsky <jtorchinsky@HoltzmanVogel.com>; Sharon Norwood <snorwood@HoltzmanVogel.com> 
Subject: RE: HHS FOIA Clarification Letter -- 2023-00557-FOIA-OS 

Mr. Noussoukpoe, 

Please see the attached three letters responding to your requests for clarification regarding Case Nos. 2023-00555-
FOIA-OS, 2023-00557-FOIA-OS, and 2023-00558-FOIA-OS. 

Please let us know if we can provide additional clarification on any of these issues. 

Thank you, 

Ken Daines 
Holtzman Vogel Baran Torchinsky & Josefiak PLLC 
KDaines@HoltzmanVogel.com // www.HoltzmanVogel.com 

Holtzman Vogel 
HOLTZMAN VOGEL BARAN TORCHINSKY & JOSEFIAK rw: 

PRIVILEGED ANO CONFIDENTIAL 
This communk:ation and any accompanymg documents are confidential and privileged. They are entended for the sole use of dle addressee. If you receive this transmission in error, you are advised that any disdosure, 
copying, distribution, or the taking of anv action in reliance upon this communicattOn is stricdy prohibited. Moreover. anv such disdosure shall not compromise or waive tile attorney-client, accountant-client, or other 
privileges as to dlis communication or ottlerwise. If you have received this communiation in error. please contact me at the above email address. Thank you. 

DISCIAIMER 
Any accounting, business or tax advice contained in ttlis communkation. including attachments and enclosures. is not intended as a thorough, in-depth analysis of specific issues. nor a substitute for a formal opinion, nor is 
it sufficient to avotd tax~elated penalties. If desired, Holtzman Vogel. PUC would be pleased to perfonn ltle requisite research and provide you with a detailed written analysis. Such an en~gement may be the subject of 
a separate engagement letter dlat would define the scope and limits of the desired consultation services_ 

From: Noussoukpoe, Ray (OS/ASPA) <Ray.Noussoukpoe@hhs.gov> 
Sent: Friday, March 17, 2023 10:31 AM 
To: Ken Daines <KDaines@HoltzmanVogel.com> 
Cc: Jason Torchinsky <jtorchinsky@holtzmanvogel.com>; Sharon Norwood <snorwood@HoltzmanVogel.com> 
Subject: FW: HHS FOIA Clarification Letter -- 2023-00557-FOIA-OS 

I Some people who received this message don't often get email from ray.noussoukpoe@hhs.gov. Learn why this is important 

Dear Ken Daines, 
Thank you for your email. 
Attached is #2023-00557-FOIA-OS clarification letter and sorry for any inconvenience. 

Waiting for your clarification regarding all three (3) #2023-00555-FOIA-OS, 2023-00557-FOIA-OS, and 2023-00558-FOIA

OS requests to proceed 

Warm Regards, 

Ray 
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Ray Noussoukpoe, MPA 
Government Information Specialist 
FOI/PA / ASPA / OS 
US Dept. of HHS 

From: Ken Daines <KDaines@HoltzmanVogel.com> 
Sent: Wednesday, March 15, 2023 2:24 PM 
To: OS FOIA Request (HHS/ASPA) <FOIARequest@hhs.gov> 
Cc: Jason Torchinsky <jtorchinsky@HoltzmanVogel.com>; Sharon Norwood <snorwood@HoltzmanVogel.com> 
Subject: FW: HHS FOIA Clarification Letter -- 2023-00557-FOIA-OS 

Mr. Noussoukpoe, 

We are in receipt of your email today titled “HHS FOIA Clarification Letter” regarding Mr. Koneru’s FOIA request.  Based 
on your email, it appears that you meant to send us a letter for Case No. 2023-00557-FOIA-OS, but the attached letter is 
addressed to a different FOIA request, 2023-00558-FOIA-OS. Please send us the letter for 2023-00557-FOIA-OS. 

Thank you, 

Ken Daines 
Holtzman Vogel Baran Torchinsky & Josefiak PLLC 
KDaines@HoltzmanVogel.com // www.HoltzmanVogel.com 

PRIVILEGED AND CONFIDENTIAL 
This communication and any accompanying documents are confidential and privileged. They are intended for the sole use of the addressee. If you receive this transmission in error, you are advised that any disclosure, 
copying, distribution, or the taking of any action in reliance upon this communication is strictly prohibited. Moreover, any such disclosure shall not compromise or waive the attorney-client, accountant-client, or other 
privileges as to this communication or otherwise.  If you have received this communication in error, please contact me at the above email address.  Thank you. 

DISCLAIMER 
Any accounting, business or tax advice contained in this communication, including attachments and enclosures, is not intended as a thorough, in-depth analysis of specific issues, nor a substitute for a formal opinion, nor is 
it sufficient to avoid tax-related penalties.  If desired, Holtzman Vogel, PLLC would be pleased to perform the requisite research and provide you with a detailed written analysis.  Such an engagement may be the subject of 
a separate engagement letter that would define the scope and limits of the desired consultation services. 

Hello, Phanesh Koneru 

Attached is a Clarification Letter to your FOIA request 2023-00557-FOIA-OS. If you have any questions, please contact 

From: Noussoukpoe, Ray <foiarequest@hhs.gov> 
Sent: Wednesday, March 15, 2023 4:14 PM 
To: Jason Torchinsky <jtorchinsky@holtzmanvogel.com> 
Subject: HHS FOIA Clarification Letter -- 2023-00557-FOIA-OS 
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HHS FOIA Office at FoiaRequest@hhs.gov. 

Thank You 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary 
Assistant Secretary for Public Affairs 

Washington, D.C. 20201 

Refer to: Request Number 2023-00558-FOIA-OS 

March 28, 2023 

Sent via email: 
Phanesh Koneru 
jtorchinsky@holtzmanvogel.com 

Dear Phanesh Koneru: 

This acknowledges receipt of your March 14, 2023, Freedom of Information Act (FOIA) request, 
submitted to the Department of Health and Human Services (HHS), FOI/Privacy Acts Division 
concerning “All records relating to development, drafting, and/or publication of the 
December Draft Guidance titled Small volume parenteral drug products and pharmacy 
bulk packages for parenteral nutrition: Aluminum content and labeling recommendations 
... (Date Range for Record Search: From 1/1/2021 To 3/14/2023)”. 
We received your request on March 14, 2023. 

Because you seek records which require a search in another office, “unusual circumstances” 
apply to your request, automatically extending the time limit to respond to your request for ten 
additional days. See 5 U.S.C. 552 § (a)(6)(B)(i)-(iii) (2012 & Supp. V. 2017). Further, we 
estimate needing more than 10 additional days to respond to your request and so, in the next 
paragraph of this letter we are offering you an opportunity to narrow your request, in case 
narrowing the request would enable us to respond to the request sooner. The actual time needed 
to process your request will depend on the complexity of our records search and on the volume 
and complexity of any material located. For your information, this Office assigns incoming 
requests to one of three tracks: simple, complex, or expedited. Each request is then handled on a 
first-in, first-out basis in relation to other requests in the same track. Our current workload is 
approximately 3000 cases. 

Your request is assigned to the complex track. In an effort to speed up our records search, you 
may wish to narrow the scope of your request to limit the number of potentially responsive 
records or agree to an alternative time frame for processing, should records be located. You may 
also wish to await the completion of our records search to discuss either of these options. 

I regret the necessity of this delay, but I assure you that your request will be processed as soon as 
possible. If you have any questions or wish to discuss reformulation or an alternative time frame 
for the processing of your request, you may contact the analyst handling your request, Ray 
Noussoukpoe at FoiaRequest@PSC.hhs.gov. 

If you are not satisfied with any aspect of the processing and handling of this request, you have 
the right to seek dispute resolution services from: 

mailto:FoiaRequest@PSC.hhs.gov
mailto:jtorchinsky@holtzmanvogel.com
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HHS FOIA/PA Public Liaison 
FOI/Privacy Acts Division 
Assistant Secretary for Public Affairs (ASPA) 
Office of the Secretary (OS) 
U.S. Department of Health and Human Services (HHS) 

Telephone: (202) 690-7453 
E-mail: HHS_FOIA_Public_Liaison@hhs.gov 

and/or: 

Office of Government Information Services 
National Archives and Records Administration 
Telephone: 202- 741-5770 
Toll-Free: 1-877-684-6448 
E-mail: ogis@nara.gov   

If you are not already submitting your requests through our Public Access Link (PAL), we 
recommend all future requests and appeals be submitted through PAL - 
https://requests.publiclink.hhs.gov/. Submitting requests through PAL automatically logs your 
requests into our tracking system and provides you with a tracking number. Your PAL account 
will allow you to track the progress of your request, receive your documents directly through the 
portal, and securely submit privacy-sensitive or business-sensitive documents. 

Sincerely yours, 

Arianne Perkins 
Director, Initial FOIA Requests 
FOI/Privacy Acts Division 

https://requests.publiclink.hhs.gov
mailto:ogis@nara.gov
mailto:HHS_FOIA_Public_Liaison@hhs.gov
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From: Noussoukpoe, Ray <foiarequest@hhs.gov> 
Sent: Tuesday, March 28, 2023 1:35 PM 
To: Jason Torchinsky <jtorchinsky@HoltzmanVogel.com> 
Subject: HHS FOIA Acknowledgement Letter -- 2023-00558-FOIA-OS 

Dear Phanesh Koneru 

Please see the attached Acknowledgement Letter in response to your FOIA Request submitted to the Department of Health and Human 
Services (HHS) via E-mail on March 14, 2023. 
The letter contains important information concerning your FOIA matter which has been assigned tracking number 2023-00558-
FOIA-OS. 
For status updates or other inquiries, please contact our office via email at FOIAReguest@hhs.gov. Please include your tracking 
number in the subject line of your inquiry, 

Sincerely, 

HHS FOIA Office 
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From: noreply@ains.com 
Date: March 28, 2023 at 1:42:05 PM EDT 
To: Jason Torchinsky <jtorchinsky@holtzmanvogel.com> 
Subject: Status Update for Request #2023-00558-FOIA-OS 

Dear Phanesh Koner u , 

The status of your FOIA request #2023-00558-FOIA-OS has been updated to the following 
status 'In Process'. To log into the HHS FOIA Submission Site cl ick on the Application URL 
below. 

https://requests.publiclink.hhs.gov 

Sincer ely, 
U. S . Depar tment of Health & Human Ser vices 
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April 18, 2023 

Arianne Perkins 

Department of Health and Human Services (HHS) 

Office of the Secretary (OS) 

Freedom of Information Act Office 

Hubert H. Humphrey Building, Room 729H 

200 Independence Avenue, SW 

Washington, D.C. 20201 

RE: STATUS OF REQUEST FOR EXPEDITED PROCESSING AND NARROWING 

SCOPE OF REQUEST (FOI/PA Request No. 2023-00558-FOIA-OS) 

Ms. Perkins, 

On March 13, 2023, my client, Exela Pharma Sciences, LLC (“Exela”), through its Chief 
Executive Officer, Phanesh Koneru, and Pharmacist-In-Charge, Bridget Archer, submitted a 
request for records from HHS under the Freedom of Information Act (“FOIA”). 5 U.S.C. § 552; 

45 C.F.R.§ 5.21. (Attachment 1). HHS acknowledged that the request was received on March 14, 

2023, and that it has been assigned FOI/PA number 2023-00558-FOIA-OS. (Attachment 2). 

Exela’s request letter includes an application for expedited processing and outlines the reasons that 

expedited treatment of this request is warranted under 45 C.F.R. § 5.27 and 5 U.S.C. § 
552(a)(6)(E). 

To date, Exela has not received a determination in response to its request for expedited processing. 

45 C.F.R. § 5.27(c) states that HHS will respond to requests for expedited processing “within 10 

calendar days of [its] receipt of [the] request to expedite.” See also 5 U.S.C. § 552(a)(6)(E)(ii) 
(“[N]otice of the determination [of whether to provide expedited processing] shall be provided to 
the person making the request, within 10 days after the date of the request.”). This means that the 
statutory deadline for a response passed three weeks ago on March 24, 2023. Accordingly, we 
request that HHS immediately respond with a determination regarding Exela’s request for 
expedited processing as statutorily required. 

Separately, we received a letter from your office dated March 28, 2023 indicating that Exela “may 
wish to narrow the scope of [its] request to limit the number of potentially responsive records or 

agree to an alternative time frame for processing, should records be located.” (Attachment 3). 
Without waiving, tolling, or resetting the FOIA statutory twenty-day (or thirty-day under “unusual 
circumstances”) requirement for a response under 45 C.F.R. § 5.24 and 5 U.S.C. §§ 552(a)(6)(A) 
and (a)(6)(B), our client is willing to narrow the scope of the request to ensure HHS makes a 
determination and produces responsive records within the statutory time frame. 

Accordingly, instead of the original date range of January 1, 2021 through the date of production, 

we propose a narrowed date range of December 1, 2021 through the date of production. 
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Please confirm whether this would enable HHS to process Exela’s March 14, 2023 FOIA request 

within the time frame mandated by FOIA. To reiterate, this proposal should not be construed as a 
request to create a new or separate FOIA request. Please confirm if you are amenable to narrowing 
the scope in this manner. 

I welcome the opportunity to discuss this with you further and can be reached 

at jtorchinsky@holtzmanvogel.com. 

Sincerely, 

Jason Torchinsky 

Holtzman Vogel Baran Torchinsky & Josefiak PLLC 

Attachments 

Page 2 of 2 

mailto:jtorchinsky@holtzmanvogel.com
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DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary 
Assistant Secretary for Public Affairs 

Washington, D.C. 20201 

Case No. 2023-00558-FOIA-OS 

April 20, 2023 

Sent via email:  
Phanesh Koneru 
Exela Pharma Sciences, LLC 
jtorchinsky@holtzmanvogel.com 

Dear Phanesh Koneru: 

This is an interim response to your March 14, 2023, Freedom of Information Act (FOIA) request. 

You requested the following: (All records relating to development, drafting, and/or publication 
of the December Draft Guidance titled Small volume parenteral drug products and pharmacy 
bulk packages for parenteral nutrition: Aluminum content and labeling recommendations ...  
(Date Range for Record Search: From 1/1/2021 To 3/14/2023)).   

HHS FOIA Office has determined your request for expedited processing does not meet the 
requirements under the FOIA and HHS implementing regulations and cannot be granted. The 
FOIA requires an agency expedite processing of a request only when the requester demonstrates 
a “compelling need.” 

Our review indicates you have not clearly demonstrated a “compelling need,” because you have 
not clearly articulated an imminent threat to the life or physical safety of an individual; and you 
also have not demonstrated that there is an “urgency to inform the public concerning actual or 
alleged Federal activity” through a request by one primarily engaged in disseminating 
information to the public.  

The law authorizes us to collect fees for responding to FOIA requests.  However, because we 
are uncertain that applicable fees will exceed our minimum charge ($25.00), we are not 
addressing your request for a fee waiver at this time.  Nevertheless, if we determine there will be 
fees associated with processing your request, we will contact you at that time. 

The Department of Health and Human Services regulations allows us to recover part of the costs 
associated with the processing of FOIA requests.  It was determined that your request will be 
processed under the “Commercial” category; therefore, your request may be subject to 
duplication fees at .10 cents per page after the first 100 pages of duplication. We will notify you 
if it appears that the fees will exceed the limit in which you set.    

If you are not satisfied with my action on this request, you may administratively appeal this 
denial of expedited processing. 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. 

Please mark the correspondence, “Freedom of Information Act Appeal.”  Your appeal must be 
transmitted within 90 days from the date of receipt of this letter to: 
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William Holzerland 
Deputy Agency Chief FOIA Officer 
U.S. Department of Health and Human Services 
Office of the Assistant Secretary for Public Affairs 
HHS.ACFO@hhs.gov 

If you choose to mail your appeal, please clearly mark both the envelope and your letter 
“Freedom of Information Act Appeal.”  The mailing address is: Room 729H, 200 Independence 
Avenue, SW, Washington, DC 20201. Please note the entire office is working remotely and 
appeals sent by mail may receive delayed receipt dates. 

If you would like to discuss our response before filing an appeal to attempt to resolve your 
dispute without going through the appeals process, you may contact the HHS FOIA Public 
Liaison for assistance at: 

HHS FOIA/PA Public Liaison 
FOI/Privacy Acts Division 
Assistant Secretary for Public Affairs (ASPA) 
Office of the Secretary (OS) 
U.S. Department of Health and Human Services (HHS) 
200 Independence Avenue, SW, Suite 729H 
Washington, DC 20201 

Telephone:  (202) 690-7453 
Fax: (202) 690-8320 
E-mail: HHS_FOIA_Public_Liaison@hhs.gov 

If you are unable to resolve your FOIA dispute through our FOIA Public Liaison, the Office of 
Government Information Services (OGIS), the Federal FOIA Ombudsman’s office, offers 
mediation services to help resolve disputes between FOIA requesters and Federal agencies. The 
contact information for OGIS is: 

Office of Government Information Services 
National Archives and Records Administration 
8601 Adelphi Road–OGIS 
College Park, MD 20740-6001 

Telephone:  202-741-5770 
Toll-Free: 1-877-684-6448 
E-mail: ogis@nara.gov 
Fax: 202-741-5769 

Sincerely yours, 

Arianne Perkins 
Director, Initial FOIA Requests 
FOI/Privacy Acts Division 
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EXHIBIT 12 



March 13, 2023 

Arianne Perkins 

E { ELA 
PHARMA SCIENCES 

1245 Blowing Rock Blvd 
Lenoir, NC 28645 
www.exelapharma.com 

Department of Health and Human Services (HHS) 
Office of the Secretary (OS) 
Freedom oflnformation Act Office 
Hubert H. Humphrey Building, Room 729H 
200 Independence A venue, SW 
Washington, D.C. 20201 

Re: Freedom oflnformation Act (FOIA) Request 

Dear Freedom of Information Officer: 

Pursuant to the Freedom of Information Act ("FOIA"), 5 U.S.C. § 552, and HHS's FOIA 
implementing regulations, 45 C.F.R. § 5.21 et seq., Phanesh Koneru, Bridget Archer, and Exela 
Pharma Sciences, LLC ( collectively "Requesters") hereby request the following records I in HHS' s 
possession on or after January 1, 2021 through the date of production: 

1. Any records relating to Abbreviated New Drug Application ("ANDA") 213073, 
including, to the maximum extent possible, all communications within HHS (including 
any Office, Division (other than the U.S. Food and Drug Administration ("FDA")2), or 
other administrative unit of the Department, and/or any HHS employees), and by or 
between HHS (including any Office, Division ( other than FDA), or other administrative 
unit of the Department, and/or any HHS employees) and the sponsor of ANDA 213073 
(Nivagen Pharmaceuticals), regarding aluminum content (including aluminum 
concentrations, aluminum acceptance criteria and/or aluminum limits). 

1 "Records," as that term is defined W1der FOIA (5 U.S.C. § 552(f)(2)), and under applicable case law (see, e.g., 
Forsham v. Harris, 445 U.S. 169, 193 (1980)) include, but are not limited to, written correspondence, memoranda, 
records kept in electronic format on computers and/or electronic storage devices, email correspondence (whether 
through .gov email addresses or private third-party services such as Gmail), records of telephone correspondence, 
records pertaining to in-person meetings, calendar or scheduling entries, videotapes, photographs, computer print
outs, telephone messages, or voicemail messages. 
2 Requesters have filed separate FOIA requests directly with FDA and therefore do not need HHS to search FDA's 
records for responsive documents. 
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2. Any records relating to Abbreviated New Drug Application ("ANDA") 214082, including, 
to the maximum extent possible, all communications within HHS (including any Office, 
Division ( other than FDA), or other administrative unit of the Department, and/or any HHS 
employees), and by or between HHS (including any Office, Division (other than FDA), or 
other administrative unit of the Department, and/or any HHS employees) and the sponsor 
of ANDA 214082 (Eton Pharmaceuticals), regarding aluminum content (including 
aluminum concentrations, aluminum acceptance criteria and/or aluminum limits). 

3. Any records relating to Abbreviated New Drug Application ("ANDA") 209994, including, 
to the maximum extent possible, all communications within HHS (including any Office, 
Division ( other than FDA), or other administrative unit of the Department, and/or any HHS 
employees), and by or between HHS (including any Office, Division (other than FDA), or 
other administrative unit of the Department, and/or any HHS employees), and the sponsor 
of ANDA 209994 (Sandoz) regarding aluminum content (including aluminum 
concentrations, aluminum acceptance criteria and/or aluminum limits). 

Requesters believe that responsive records are most likely to be located in HHS's Immediate 
Office of the Secretary, Office of the Assistant Secretary for Health, and Office of the General 
Counsel. To facilitate your compliance with FOIA's 20-day deadline, see 5 U.S.C. § 552(a)(6)(A), 
please produce records on a rolling basis, as soon as responsive records are located and reviewed. 
To the extent you identify any additional records relating to aluminum content, Requesters ask that 
you review and include such records in the first batch of documents produced. Along with our 
outside counsel, Requesters would be pleased to discuss this request with you if doing so could 
help facilitate a timely response. 

Finally, Requesters ask that HHS process this request consistent with the Department of Justice's 
policy memorandum ( directed to the heads of executive departments and agencies) emphasizing 
the presumption of disclosure under FOIA, as amended by the FOIA Improvement Act of 2016. 3 

Request for Expedited Processing: Requesters further request that HHS provide expedited 
processing of this FOIA request. This request qualifies for expedited treatment pursuant to 45 
C.F.R. § 5.27(b)(l) and 5 U.S.C. § 552(a)(6)(E) because the lack of publicly available information 
regarding aluminum levels in cysteine drug products could "reasonably be expected to pose an 
imminent threat to the life or physical safety of an individual," 5 U.S.C. § 552(a)(6)(E)(v)(I), 
including many preterm infants-whose lives depend on using these products, but who may be 
seriously harmed by exposure to unsafe levels of aluminum contamination in the process. 4 

3 Dep 't of Justice Office of Information Policy, Memorandum from The Attorney General, March 15, 2022, 
available at https://www.justice.gov/ag/page/file/l 483516/download (last visited September 10, 2022). 
4 See, e.g., Mark R. Corkins, "Review finds greatest risk of aluminum exposure is via parenteral nutrition," American 
Academy of Pediatrics News, Nov. 25, 2019, available at https://publications.aap.org/aapnews/news/13404 (last 
visited Mar. 6, 2023); Mark R. Corkins, Praveen S. Goday, and Ellen S. Rome, "Aluminum Effects in Infants and 
Children," American Academy of Pediatrics, vol. 144, no. 6 (Dec. 2019), available at 
h ttps://publications.aap.org/pediatrics/article/l 44/6/e20193148/3 790 l / Alurninum-Effects-in-lnfants-and
Children?autologincheck=redirected (last visited Mar. 6, 2023); Heather A. Wier and Robert J. Kuhn, "Aluminum 
Toxicity in Neonatal Parenteral Nutrition: What Can We do?" SAGE Journals, vol 45, no. l (Jan. 2012), available at 
https://journals.sagepub.com/doi/10.1345/aph.1Q399 (last visited Mar. 6, 2023). 
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L-cysteine is a necessity for proper human life functioning. While healthy adults can naturally 
synthesize small amounts of L-cysteine, certain high-risk patients-including preterm and/or low 
birth weight infants and patients with severe liver disease-require L-cysteine supplementation by 
parenteral administration. Aluminum toxicity in the administration of such treatment can cause 
serious health problems, including bone toxicity, dementia, impaired neurologic development, 
Alzheimer's disease, and liver disease, among other conditions. Federal regulation of aluminum 
in these products thus has a direct impact on the health and safety of society's most vulnerable 
individuals, and the lack of publicly available information concerning aluminum levels in cysteine 
products "could reasonably be expected to pose an imminent threat to the life or physical safety," 
id.; 45 C.F.R. § 5.27(b)(l), by depriving healthcare professionals of critical information needed to 
ensure the health and safety of highly vulnerable patients, including preterm infants who require 
total parenteral nutrition ("TPN") and adult and pediatric patients with severe liver disease who 
may have impaired enzymatic processes and require TPN. Patients with underlying renal 
impairment who receive prolonged courses of parenteral nutrition support are at greatest risk of 
exposure to toxic levels of aluminum from parenteral nutrition. Obtaining the requested records 
regarding these government activities is necessary to protect the health of these vulnerable 
individuals. 

As required by federal regulation, the undersigned certify that the above information is true and 
correct to the best of their knowledge and belief. 

Search and Processing of Requested Records: Upon receipt of this request, please take all 
reasonable steps to preserve relevant public records while the request is pending. Please also 
contact us promptly to provide an estimated date on which you will finish processing this request. 
Notice is hereby given that the Requesters request an estimation of appropriate fees incurred and 
assessed for the "document search and duplication" of the department records responsive to this 
request if such fees should exceed $250.00. 5 U.S.C. § 552(a)(4)(A)(ii)(III). 

Please search for responsive records regardless of format, medium, or physical characteristics. 
Requesters ask that responsive electronic records be produced electronically in their native file 
format, if possible, or the format most felicitous to an expedited production. Alternatively, 
Requesters request that the Records be provided electronically in text-searchable PDF, in the best 
image quality in HHS's possession, and in separate, Bates-stamped files. 

If this FOIA request is denied in whole or in part, please provide the reasons for the denial, pursuant 
to 5 U.S.C. § 552(a)(6)(A)(i). If it is your position that any portion of the requested records is 
exempt from disclosure, we request that you provide a Vaughn index of those documents. See 
Vaughn v. Rosen, 484 F.2d 820 (D.C. Cir. 1973). As you are aware, a Vaughn index must describe 
each document claimed as exempt with sufficient specificity "to permit a reasoned judgment as to 
whether the material is actually exempt under FOIA." Founding Church of Scientology v. Bell, 
603 F.2d 945, 959 (D.C. Cir. 1979). Moreover, the Vaughn index must "describe each document 
or portion thereof withheld, and for each withholding it must discuss the consequences of 
supplying the sought- after information." King v. US. Dep't of Justice, 830 F.2d 210, 223-24 
(D.C. Cir. 1987). 

In the event that some portions of the requested records are properly exempt from disclosure, 
please disclose any reasonably segregable, non-exempt portions of the requested records. See 5 
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U.S.C. § 552(b). Pursuant to regulation, please clearly delineate any and all redactions in such a 
manner so that the justification for each redaction is apparent. If it is your position that a document 
contains non-exempt segments and that those non-exempt segments are so dispersed throughout 
the documents as to make segregation impossible, please state what portion of the document is 
non-exempt, and how the material is dispersed through the document. Mead Data Cent. v. U.S. 
Dep 't ~f the Air Force, 455 F.2d 242, 261 (D.C. Cir. 1977). Claims of non-segregability must be 
made with the same detail as required for claims of exemptions in a Vaughn index. If a request is 
denied in whole, please state specifically that it is not reasonable to segregate portions of the record 
for release. 

For records available in electronic fonnat, please email the documents to 
jtorchinsky@holtzmanvogel.com. Please send all other requested docwnents to the attention of: 

Holtzman Vogel Baran Torchinsky & Josefiak 
Attn: Jason Torchinsky 
2300 N. St. NW Ste. 643A 
Washington, D.C. 20037 

Finally, we reiterate our request that responsive documents be made available as soon as they are 
located and reviewed via a rolling production. Requesters will pay reasonable increased costs 
incurred to facilitate a rolling production. 

If you have any questions about this request, please do not hesitate to contact either me or my 
counsel. 

Phanesh Digitallysignedby 
Phanesh Koneru 

Kone r U 
Date: 2023.03.13 
12:00:38 -04'00' 

Phanesh Koneru 
Chief Executive Officer 
(703) 964-7884 
pkoneru@exela.us 

Pm j_~f'C-h..i.- '--' 3-; 3 - .Lo::t.3 

Bridget Archer 
Pharmacist-in-Charge 
(704) 301-7687 
barcher@exela.us 

4 

Case 1:23-cv-01242 Document 1-16 Filed 05/02/23 Page 5 of 5 



 
  

Case 1:23-cv-01242 Document 1-17 Filed 05/02/23 Page 1 of 2 

EXHIBIT 13 



From: noreply@ains.com 
Date: March 14, 2023 at 2:33:00 PM GMT +1 
To: Jason Torchinsky <jtorchinsky@holtzmanvogel.com> 
Subject: Request Acknowledgement by U.S. Department of Health & Human Services 

You don't often get email from noreply@ains.com. Learn why this is important 

Dear Phanesh Koner u , 

Your r equest has been r eceived by the U. S . Depar tment of Health & Human 
Ser vices . The r equest has been assigned t r acking# 2023- 00557- FOIA- OS , please 
log into your account and r eview your submission . 

The 
application addr ess is https : //requests . publiclink . hhs . gov . 

Thank you , 
U. S . Depar tment of Health & Human Ser vices 
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From: Noussoukpoe, Ray <foiarequest@hhs.gov> 
Sent: Wednesday, March 15, 2023 4:14 PM 
To: Jason Torchinsky <jtorchinsky@holtzmanvogel.com> 
Subject: HHS FOIA Clarification Letter -- 2023-00557-FOIA-OS 

Subject: FW: HHS FOIA Clarification Letter -- 2023-00557-FOIA-OS 
Attachments: HHS FOIA -- 2  Specific ANDAs.pdf; Clarification Letter.pdf 

Hello, Phanesh Koneru 

Attached is a Clarification Letter to your FOIA request 2023-00557-FOIA-OS. If you have any questions, please contact 
HHS FOIA Office at FoiaRequest@hhs.gov. 

Thank You 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary 
Assistant Secretary for Public Affairs 

Washington, D.C. 20201 

Case No.  2023-00557-FOIA-OS 

March 15, 2023 

Sent via email: 
Phanesh Koneru 
Exela Pharma Sciences, LLC 
jtorchinsky@holtzmanvogel.com 

Dear Phanesh Koneru: 

This clarification letter is in response to your March 14, 2023, Freedom of Information Act 
(FOIA) request.  Specifically, you requested the following: 

“1) any records relating to Abbreviated New Drug Application ("ANDA) 213073 ... 
regarding aluminum content... 
2) any records relating to Abbreviated New Drug Application ("ANDA) 214082 ... 
regarding aluminum content...
 any records relating to Abbreviated New Drug Application ("ANDA) 209994 ... 
regarding aluminum content... (Date Range for Record Search: From 1/1/2021 To 
3/14/2023).” 

The FOIA allows the public to request access to "reasonably described" existing agency records 
(subject to any applicable FOIA exemptions to disclosure).  This means you must describe the 
category of records you are seeking or the actual document(s), and provide sufficient details to 
permit a search with reasonable effort, utilizing existing indices and search tools.   

“….. a written description of the records you seek in sufficient detail to enable our staff to 
locate them with a reasonable amount of effort.  The more information you provide, the 
better possibility we have of finding the records you are seeking.  Information that will 
help us find the records would include: 

(1) The agencies, offices, or individuals involved; 
(2) The approximate date(s) when the records were created; 
(3) The subject, title, or description of the records sought; and 
(4) Author, recipient, case number, file designation, or other reference number, if 
available.” 

This letter is to obtain clarification regarding your FOIA request. 

In accordance with Title 45 Code of Federal Regulations Subtitle A, Subpart B – How to 
Request Records under FOIA, HHS outlined what must be contained in FOIA requests to allow 
staff to locate requested records with a reasonable amount of effort.  As set out in HHS FOIA 
Regulations, 
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Koneru - Page 2 of 2 
2023-00558-FOIA-OS 

Unfortunately, you have not described the records with enough specificity to allow us to 
continue with the processing of your request. As stated in line one (1) name of all HHS 
employees involved and any other individuals (external to HHS if any) involved name and 
email domain names are required. 
In other words, name of HHS employees and name and email domain names of all external 
individuals who communicate “any records relating to Abbreviated New Drug Application" are 
needed to conduct an electronic search for records. 

Additionally, provide search key "terms" or "words" to use for an effective and efficient search. 

The Office of the Chief Information Officer reports due to technology constraints, HHS cannot 
run a blind search against all users in HHS or an operating/staff division. Electronic searches run 
against our live email system and a search against all HHS employees would crash our system. 

Regarding the search terms, we would need the domain names for each entity in the list so that 
we could identify emails to or from a custodian to those entities.  For example, “emails to or 
from Jane Doe (Jane.Doe@hhs.gov) and @organization.org or @commercial_entity.com” with 
specific key words and date ranges. 

Once you provide the above information/details clarifying you request, we can conduct a search. 

At this time, we have placed your request in “tolled” status. Therefore, please clarify and 
describe the records you are seeking, by sending an email to Ray Noussoukpoe, of my staff, at 
FOIARequest@hhs.gov. 

After you further advise us what records you are seeking, we can begin to process your FOIA 
request. 

HHS “may deny your request for other reasons, including that a request does not reasonably 
describe the records sought” in accordance with the HHS FOIA Regulations cited in paragraph 
three.  If you have not contacted our office within 30 business days from the date of this letter, 
your request will be administratively closed.  Therefore, no action on your part is needed, if you 
no longer have a need for the records.   

Sincerely yours,              

Arianne Perkins 
Director 
FOI/Privacy Acts Division 

mailto:FOIARequest@hhs.gov
https://commercial_entity.com
https://organization.org
mailto:Jane.Doe@hhs.gov
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EXHIBIT 16 



March 19, 2023 

Arianne Perkins 
Freedom of Information Officer 

E {ELA 
1245 Blowing Rock Blvd 
Lenoir, NC 28645 
www .exelapharma.com 

Depanment of Health and Human Services (lIBS) 
Office of the Secretary (OS) 
Freedom of Information Act Office 
Hubert H. Hwnphrey Building, Room 729H 
200 Independence A venue, SW 
Washington, D.C. 20201 

Re: Case No. 2023-00557-FOIA-OS 

Ms. Perkins: 

I write in response to your March 15, 2023 letter (the "Clarification Letter'') requesting additional 
information with respect to the above-captioned FOIA request (the "Request"). As you know, that 
Request sought: 

1. Any records relating to Abbreviated New Drug Application ("ANDA") 213073, 
including, to the maximwn extent possible, all communications within ID-IS (including 
any Office, Division (other than the U.S. Food and Drug Administration ("FDA")1), or 
other administrative unit of the Department, and/or any HHS employees), and by or 
between IIllS (including any Office, Division (other than FDA), or other administrative 
unit of the Department, and/or any lillS employees) and the sponsor of ANDA 213073 
(Nivagen Pharmaceuticals), regarding aluminum content (including aluminum 
concentrations, aluminum acceptance criteria and/or aluminum limits). 

2. Any records relating to Abbreviated New Drug Application ("ANDA") 214082, including, 
to the maximum extent possible, all communications within HHS (including any Office, 
Division (other than FDA), or other administrative unit of the Department, and/or any HHS 
employees), and by or between HHS (including any Office, Division (other than FDA), or 
other administrative unit of the Department, and/or any HHS employees) and the sponsor 
of ANDA 214082 (Eton Pharmaceuticals), regarding aluminum content (including 
alwninum concentrations, aluminum acceptance criteria and/or aluminum limits). 

1 Requesters have filed separate FOIA requests directly with FDA and thcn:forc do not need 1-IBS to search FDA's 
records for responsive documents. 
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3. Any records relating to Abbreviated New Drug Application ("ANDA") 209994, including, 
to the maximum extent possible, all communications within HHS (including any Office, 
Division ( other than FDA), or other administrative unit of the Department, and/or any HHS 
employees), and by or between HHS (including any Office, Division (other than FDA), or 
other administrative unit of the Department, and/or any HHS employees), and the sponsor 
of ANDA 209994 (Sandoz) regarding aluminum content (including aluminum 
concentrations, aluminum acceptance criteria and/or aluminum limits). 

Request at 1 & n. l. 1n an effort to facilitate your compliance with FOIA, the Request further 
observed "that responsive records are most likely to be located within HHS' s Im.mediate Office of 
the Secretary, Office of the Assistant Secretary for Health, and Office of the General Counsel." 
Id. at 2. 

Despite the specificity of our Request-which, generally speaking, seeks all records regarding 
communications within ID-IS regarding the relevant ANDAs and their aluminum content-the 
Clarification Letter asserts that the Request did "not describe[] the records with enough specificity" 
simply because it did not provide the "name of all ID-IS employees involved and any other 
individuals (external to HHS if any) involved name and email domains are required.'' 
Clarification Ltr. at 1-2 (all emphases as in original). The Clarification Letter further suggests that 
HHS's FOIA regulations require us to provide this information as a condition of processing the 
Request. Id. at 1 ("In accordance with Title 45 Code of Federal Regulations Subtitle A, Subpart 
B - How to Request Records under FOIA, HHS outlined what must be contained in FOIA requests 
to allow staff to locate requested records with a reasonable amount of effort."). 

Those assertions are incorrect: The cited regulation does not remotely require FOIA requesters to 
identify each ( or any) of the particular individuals who may have been involved in creating certain 
responsive records (whether as an author or recipient) or to supply any of the additional 
information you have demanded.2 Instead, the cited regulation merely identifies certain kinds of 
"[i)nformation that will help us find the records you are seeking" and then lists as, illustrative 
examples, 'Toe agencies, offices, or individuals involved" and the .. author, recipient, case number, 
file designation, or other -reference num.ber, if available." 45 C.F.R. § 5.22(a)(1 ), (4) (both 
emphases added). The Clarification Letter's assertion that this regulation somehow ·'require[s]" 
Requesters to provide the information you have demanded therefore is triply flawed. 

First, the courts have held that substantially similar FOIA regulations-which merely identify 
useful categories of information that would be helpful to the processing federal agency-do not in 
fact require FOIA requesters to supply all (or indeed any) such information as a condition of 

2 We note that the only concerns your response articulates relate to email searches. Clarification Letter at 2 ( dem11Dding 
that RequesteIB provide "email domain names"); id. ( comp laming that "HHS cannot run a blind search against all 
users in HHS or an operating/staff division" because .. our live email system ... would crash"); id. (seeking domain 
name i.afonnation "so that we could identify emails to or from a custodian to those entities"). But the Request is not 
limited to emails; it seeks "AU recordfl containing or reflecting communications" between HHS and outside parties 
regarding the specified subject matter, Request at l (emphasis added~me of which may be contained in emails, 
and some of which may be contained in other Department records. Id. at 1 n.1 (defining the tenn "records"). You 
therefore have provided no basis for refusing to commence a search of your other systems for responsive records, and 
Requesters accordingly reject the Clarification Letter's assertion that the deadline for responding to this Request has 
been, or legitimately can be. "tolled." Cf Clarification Letter at 2. 
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processing a FOIA request. See. e.g., Biear v. Attorney General of the United States, 905 F.3d 
151, 156 (3d Cir. 2018) ("The government contends that Biear's rc;quest was insufficiently 
detailed, in part because it failed to suggest specific sections [ of the Department of Justice] in 
which responsive records might be maintained. The text of the regulation does not require that a 
request contain that information. It states only that a request should contain that information '[t]o 
the extent possible."') ( discussing 28 C.F .R. § 16.3(b) ("Requesters must describe the records 
sought in sufficient detail to enable Department personnel to locate them with a reasonable amount 
of effort. To the extent possible, requesters should include specific information that may assist a 
component in identifying the requested records, such as the date, title or name, author, recipient, 
subject matter of the record, case number, file designation, or reference number.")). HHS's 
regulation does not differ materially from the Department of Justice's: Just like DOJ's regulation, 
HHS' s regulation begins by asserting that FOIA requesters must describe "the records you seek in 
sufficient detail to enable our staff to locate them with a reasonable amount of effort." and then 
identifies certain categories of"information that will help us ... if available." 45 C.F.R. § 5.22(a). 
It does not, however, require FOIA requesters to supply any such information (whether available 
or not) as a condition of fulfilling the request, just as the courts have made clear that DOJ's 
substantially similar regulation includes no such requirement. See Biear, 905 F.3d at 156. 

Second, the Request fully complied with your regulation in any event. Whether or not the 
regulation requires Requesters to supply certain categories of information (and it doesn't, for the 
reasons we have just explained), the Request did exactly what the regulation expressly authorizes: 
It specifically identified ''the agencies, offices, or individuals involved," 45 C.F.R. § 5.22(a) 
( emphasis added); by noting ·'that responsive records are most likely to be located within HHS' s 
Immediate Office of the Secretary, Office of the Assistant Secretary for Health, and Office of the 
General Counsel.'' Request at 2. Needless to say, each of the identified "Office[s]" is an "office" 
within the meaning of 45 C.F.R. § 5.22(a). And the regulation's disjunctive use of the word "orn 
makes clear that FOIA requesters are not required lo supply the names of all "agencies, offices, 
and individuals involved" (assuming, for the sake of argument, that it requires anything at all). 
Any one of those alternatives suffices, and the Request supplied them. See, e.g., In re Espy, 80 
F.3d 501, 505 (D.C. Cir. 1996) ('"[A] statute written in the disjunctive is generally construed as 
setting out separate and distinct alternatives."); cf Loving v. IRS, 742 F.3d 1013, 1019 (D.C. Cir. 
2014) ("[T]he statute uses the conjunctive 'and' - not the disjunctive 'or' - when listing the 
various requirements, a strong indication that Congress did not intend the requirements as 
alternatives.''). 

Finally, the cited regulation expressly acknowledges that FOIA requesters may not have the 
information you are demanding Requesters now provide-here, for instance, the names and email 
addresses of any and all persons involved in communications that are contained or reflected in the 
records we have requested-and therefore makes clear that such information can only "help 
[HHS]" (let alone be required as a condition of processing a given FOIA request) "if available." 
45 C.F.R. § 5.22(a)(4) (emphasis added). That commonsense recognition precisely describes this 
matter. By its plain terms, the Request seeks information about communications to which Exela 
was not a party. Requesters do not know, and cannot know, every single person at HHS who may 
have had communications about the Request's subject matter with outside parties, let alone every 
single person outside of HHS who may have had communications with HHS about that subject 
matter. Indeed, the whole point of the Request is to determine whether there were such 
communications, who was involved in such communications, and what those communications 
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were. FOIA in tum makes it your responsibility to find that information for us-not force us to 
divine and disclose the unknowable as a condition of complying with your statutory obligations. 

That having been said, Requesters certainly understand that compliance with your FOIA 
obligations may require you to run a variety of email searches given the alleged limitations of your 
email system (though we note that is a problem for which Requesters assuredly are not responsible, 
and which does not otherwise justify JilIS's refusal to process the Request). HHS of course 
maintains names and contact information for all staff within the identified Offices (for example, 
in tbe Immediate Office of the Secretary, Office of the Assistant Secretary for Health, and Office 
of the General Counsel). And Requesters have no objection to you running individual searches 
for responsive documents on an employee-by-employee basis if it really is true that your email 
system is incapable of running searches on a broader basis (again, however, we note that your own 
FOIA regulation expressly provides that requests can be made, and therefore can be processed, on 
an agency- or office-wide basis, and not merely on an individual-by-individual basis, see 45 C.F.R. 
§ 5.22(a)(l)). 

To the extent it would further assist your efforts, and without limiting the scope of the Request in 
any way, we might suggest your search of emails begin with the following HHS custodians: 

1. Xavier Becerra - Xavier.Becerra@hhs.gov 
2. Sean McCluskie - Sean.Mccluskie@hhs.gov 
3. Angela R.amirez-Angela.Ramirez@hhs.gov 
4. Anne Reid - Anne.Reid@fda.hhs.gov 
5. Stephen Cha- Stephen.Cha@hhs.gov 
6. Karuna Seshasai - Karuna.Seshasai@bhs.gov 
7. Elizabeth Gramling - Elizabeth.Gramling@hhs.gov 
8. Kashif Syed -TauheedAliKashif. Syed@hrsa.hhs.gov 
9. Samuel Bagenstos - Samuel.Bagenstos@hhs.gov 
10. Andrea Palm - Andrea.Palm@hhs.gov 
11. Angela Botticella- Angela.Botticella@hhs.gov 
12. Melanie Egorin-Melanie.Egorin@bhs.gov 
13. Rose Sullivan - Rose.Sullivan@hhs.gov 
14. Madeline Daly - Madeline.Daly@hhs.gov 
15. Kimberly Espinosa - Kimberly.Espiaosa@hhs.gov 
16. Alex Graf - Alex.Graf@hhs.gov 
17. Steven "Jeff' Hild - Jeff.Hild@acf.hhs.gov 
18. Peter Rechter - Peter.Rechter@hhs.gov 
19. Leslie Zelenko- LeslieZelenko@hhs.gov 
20. Staceye Arrington - Staceye.Arrington@hhs.gov 
21. W illiarn Brady - W illiam.Brady@hhs.gov 
22. Caitlin Fross - Caitlin.Fross@hhs.gov 
23. Syed Mohiuddin - Syed.Mohiuddin @hhs.gov 
24. Remi Roberts- Remi.Roberts@hhs.gov 
25. Adm. Rachel L. Levine, MD- Rachel.Levine@hhs.gov 
26. Sarah Boateng- Sarah.Boateng@hhs.gov 
27. Maura Calsyn-Maura.Calsyn@hhs.gov 
28, Michael Iademarco - Michael.Iademarco@hhs.gov 
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29. Mirabelle Adamu - Mirabelle.Adamu@bhs.gov 
30. Evan Sturtevant - Evan.Sturtevant@hhs.gov 
31. Steven Rush - Steven.Rush@hhs.gov 
32. Keian Weld-Keian.Weldl@hhs.gov 
33. HHS Counselors - HHS.Counselors@hhs.gov 

Please also request that any custodians review personal email addresses for responsive documents. 

We also are pleased to provide the following key search terms to help facilitate your identification 
of records--whether contained in emails or otherwise-that may be responsive to the Request: 
"alwninum," "cysteine," "Nivagen," ""Sandoz," "Eton," "Exela," "small volume parenteral," 
and/or "SVP." 

Finally, and as the Request previously noted. RequesteIS ask that responsive documents be made 
available as soon as they are located and reviewed via a rolling production-a request that is all 
the more important given that your Clarification Letter raises concerns only with respect to HHS's 
search of email-based records, and not any of the other types of records that might be responsive 
to the Request. To the extent you continue to have concerns about the email component of the 
Request after considering this correspondence, we reiterate that there is no lawful basis for refusing 
to search your other systems/locations for responsive documents and remind you of lffiS 's 
statutory obligation to respond to the Request within 20 days. 5 U.S.C. § 552(a)(6)(A). 

If you have further questions about this request, we respectfully suggest that a telephone 
conference with me and my outside counsel might be the most efficient course of action. Please 
let me know if and when you would like discuss these issues. 

Best regards, 

Phanesh Digitallysignedby 
Phanesh Koneru 

Koneru Date:2023.03.19 
23:32:46 -04'00' 

Phanesh Koneru 
Chief Executive Officer 
(703) 964-7884 
pkonern@exela_ us 

/l , • Al,.,✓ / -AJ' 
/JAi ( ~ I ( ;" ~-h-..Lu.Z :i, 

Bridget Archer 
Phannacist-in-Charge 
(704) 301-7687 
barcher@exela.us 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary 
Assistant Secretary for Public Affairs 

Washington, D.C. 20201 

Refer to: Request Number 2023-00557-FOIA-OS 

March 28, 2023 

Sent via email: 
Phanesh Koneru 
jtorchinsky@holtzmanvogel.com 

Dear Phanesh Koneru: 

This acknowledges receipt of your March 14, 2023, Freedom of Information Act (FOIA) request, 
submitted to the Department of Health and Human Services (HHS), FOI/Privacy Acts Division 
concerning “1) any records relating to Abbreviated New Drug Application ("ANDA) 
213073 ... regarding aluminum content... 
2) any records relating to Abbreviated New Drug Application ("ANDA) 214082 ... 
regarding aluminum content...
 any records relating to Abbreviated New Drug Application ("ANDA) 209994 ... regarding 
aluminum content... (Date Range for Record Search: From 1/1/2021 To 3/14/2023)”. 
We received your request on March 14, 2023. 

Because you seek records which require a search in another office, “unusual circumstances” 
apply to your request, automatically extending the time limit to respond to your request for ten 
additional days. See 5 U.S.C. 552 § (a)(6)(B)(i)-(iii) (2012 & Supp. V. 2017). Further, we 
estimate needing more than 10 additional days to respond to your request and so, in the next 
paragraph of this letter we are offering you an opportunity to narrow your request, in case 
narrowing the request would enable us to respond to the request sooner. The actual time needed 
to process your request will depend on the complexity of our records search and on the volume 
and complexity of any material located. For your information, this Office assigns incoming 
requests to one of three tracks: simple, complex, or expedited. Each request is then handled on a 
first-in, first-out basis in relation to other requests in the same track. Our current workload is 
approximately 3000 cases. 

Your request is assigned to the complex track. In an effort to speed up our records search, you 
may wish to narrow the scope of your request to limit the number of potentially responsive 
records or agree to an alternative time frame for processing, should records be located. You may 
also wish to await the completion of our records search to discuss either of these options. 

I regret the necessity of this delay, but I assure you that your request will be processed as soon as 
possible. If you have any questions or wish to discuss reformulation or an alternative time frame 
for the processing of your request, you may contact the analyst handling your request, Ray 
Noussoukpoe at FoiaRequest@PSC.hhs.gov. 

mailto:FoiaRequest@PSC.hhs.gov
mailto:jtorchinsky@holtzmanvogel.com
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If you are not satisfied with any aspect of the processing and handling of this request, you have 
the right to seek dispute resolution services from: 

HHS FOIA/PA Public Liaison 
FOI/Privacy Acts Division 
Assistant Secretary for Public Affairs (ASPA) 
Office of the Secretary (OS) 
U.S. Department of Health and Human Services (HHS) 

Telephone: (202) 690-7453 
E-mail: HHS_FOIA_Public_Liaison@hhs.gov 

and/or: 

Office of Government Information Services 
National Archives and Records Administration 
Telephone: 202- 741-5770 
Toll-Free: 1-877-684-6448 
E-mail: ogis@nara.gov   

If you are not already submitting your requests through our Public Access Link (PAL), we 
recommend all future requests and appeals be submitted through PAL - 
https://requests.publiclink.hhs.gov/. Submitting requests through PAL automatically logs your 
requests into our tracking system and provides you with a tracking number. Your PAL account 
will allow you to track the progress of your request, receive your documents directly through the 
portal, and securely submit privacy-sensitive or business-sensitive documents. 

Sincerely yours, 

Arianne Perkins 
Director, Initial FOIA Requests 
FOI/Privacy Acts Division 

https://requests.publiclink.hhs.gov
mailto:ogis@nara.gov
mailto:HHS_FOIA_Public_Liaison@hhs.gov
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From: Noussoukpoe, Ray <foiareguest@hhs.gov> 
Sent: Tuesday, March 28, 2023 1:15 PM 
To: jtorchinsky@holt zmanvogel.com 
Subject: HHS FOIA Acknowledgement Letter -- 2023-00557-FOIA-OS 

Dear Phanesh Koneru 

Please see the attached Acknowledgement Letter in response to your FOIA Request submitted to the Department of Health and Human 
Services (HHS) via E-mail on March 14, 2023. 
The letter contains important information concerning your FOIA matter which has been assigned tracking number 2023-00557-
FOIA-OS. 
For status updates or other inquiries, please contact our office via email at FOIARequest@hhs.gov. Please include your tracking 
number in the subject line of your inquiry, 

Sincerely, 

HHS FOIA Office 
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April 18, 2023 

Arianne Perkins 

Department of Health and Human Services (HHS) 

Office of the Secretary (OS) 

Freedom of Information Act Office 

Hubert H. Humphrey Building, Room 729H 

200 Independence Avenue, SW 

Washington, D.C. 20201 

RE: STATUS OF REQUEST FOR EXPEDITED PROCESSING AND NARROWING 

SCOPE OF REQUEST (FOI/PA Request No. 2023-00557-FOIA-OS) 

Ms. Perkins, 

On March 13, 2023, my client, Exela Pharma Sciences, LLC (“Exela”), through its Chief 
Executive Officer, Phanesh Koneru, and Pharmacist-In-Charge, Bridget Archer, submitted a 
request for records from HHS under the Freedom of Information Act (“FOIA”). 5 U.S.C. § 552; 

45 C.F.R. § 5.21. (Attachment 1). HHS acknowledged that the request was received on March 14, 

2023, and that it has been assigned FOI/PA number 2023-00557-FOIA-OS. (Attachment 2). 

Exela’s request letter includes an application for expedited processing and outlines the reasons that 

expedited treatment of this request is warranted under 45 C.F.R. § 5.27 and 5 U.S.C. § 
552(a)(6)(E). 

To date, Exela has not received a determination in response to its request for expedited processing. 

45 C.F.R. § 5.27(c) states that HHS will respond to requests for expedited processing “within 10 

calendar days of [its] receipt of [the] request to expedite.” See also 5 U.S.C. § 552(a)(6)(E)(ii) 
(“[N]otice of the determination [of whether to provide expedited processing] shall be provided to 
the person making the request, within 10 days after the date of the request.”). This means that the 

statutory deadline for a response passed three weeks ago on March 24, 2023. Accordingly, we 
request that HHS immediately respond with a determination regarding Exela’s request for 
expedited processing as statutorily required. 

Separately, we received a letter from your office dated March 28, 2023, indicating that Exela “may 
wish to narrow the scope of [its] request to limit the number of potentially responsive records or 

agree to an alternative time frame for processing, should records be located.” (Attachment 3). 
Without waiving, tolling, or resetting the FOIA statutory twenty-day (or thirty-day under “unusual 
circumstances”) requirement for a response under 45 C.F.R. § 5.24 and 5 U.S.C. §§ 552(a)(6)(A) 
and (a)(6)(B), our client is willing to narrow the scope of the request to ensure HHS makes a 
determination and produces responsive records within the statutory time frame. 

Accordingly, instead of requesting all records relating to Abbreviated New Drug Application 

(“ANDA”) 213073, ANDA 214082, and ANDA 209994 regarding aluminum content, Exela is 
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willing to narrow its request to: correspondences, specifications, stability studies, and labeling 

discussions relating to ANDA 213073, ANDA 214082, and ANDA 209994 regarding aluminum 

content (including aluminum concentrations, aluminum acceptance criteria and/or aluminum 

limits) within HHS (including any Office, Division (other than FDA), or other administrative unit 

of the Department, and/or any HHS employees), and by or between HHS (including any Office, 

Division (other than FDA), or administrative unit of the Department, and/or any HHS employees), 

and the sponsor of ANDA 213073, ANDA 214082, and ANDA 209994 regarding aluminum 

content (including aluminum concentrations, aluminum acceptance criteria and/or aluminum 

limits).  

Additionally, Exela is willing to narrow the date range of its initial request (January 1, 2021 

through the date of production) regarding ANDA 213073, ANDA 214082, and ANDA 209994, 

and suggests the following: 

• ANDA 213073: Narrowed date range of June 1, 2022 through February 28, 2023. 

• ANDA 214082: Narrowed date range of January 1, 2021 through May 31, 2022. 

• ANDA 209994: Narrowed date range of January 1, 2020 through May 31, 2021. 

Please confirm whether this would enable HHS to process Exela’s March 14, 2023 FOIA request 

within the time frame mandated by FOIA. To reiterate, this proposal should not be construed as a 
request to create a new or separate FOIA request. Please confirm if you are amenable to narrowing 
the scope in this manner. 

I welcome the opportunity to discuss this with you further and can be reached 

at jtorchinsky@holtzmanvogel.com. 

Sincerely, 

Jason Torchinsky 

Holtzman Vogel Baran Torchinsky & Josefiak PLLC 

Attachments 

Page 2 of 2 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary 
Assistant Secretary for Public Affairs 

Washington, D.C. 20201 

Case No. 2023-00557-FOIA-OS 

April 20, 2023 

Sent via email:  
Phanesh Koneru 
Exela Pharma Sciences, LLC 
jtorchinsky@holtzmanvogel.com 

Dear Phanesh Koneru: 

This is an interim response to your March 14, 2023, Freedom of Information Act (FOIA) request. 

You requested the following: (1) any records relating to Abbreviated New Drug Application 
("ANDA) 213073 ... regarding aluminum content... 
2) any records relating to Abbreviated New Drug Application ("ANDA) 214082 ... regarding 
aluminum content...
 any records relating to Abbreviated New Drug Application ("ANDA) 209994 ... regarding 
aluminum content... (Date Range for Record Search: From 1/1/2021 To 3/14/2023)).   

HHS FOIA Office has determined your request for expedited processing does not meet the 
requirements under the FOIA and HHS implementing regulations and cannot be granted. The 
FOIA requires an agency expedite processing of a request only when the requester demonstrates 
a “compelling need.” 

Our review indicates you have not clearly demonstrated a “compelling need,” because you have 
not clearly articulated an imminent threat to the life or physical safety of an individual; and you 
also have not demonstrated that there is an “urgency to inform the public concerning actual or 
alleged Federal activity” through a request by one primarily engaged in disseminating 
information to the public.  

The law authorizes us to collect fees for responding to FOIA requests.  However, because we 
are uncertain that applicable fees will exceed our minimum charge ($25.00), we are not 
addressing your request for a fee waiver at this time.  Nevertheless, if we determine there will be 
fees associated with processing your request, we will contact you at that time. 

The Department of Health and Human Services regulations allows us to recover part of the costs 
associated with the processing of FOIA requests.  It was determined that your request will be 
processed under the “Commercial” category; therefore, your request may be subject to 
duplication fees at .10 cents per page after the first 100 pages of duplication. We will notify you 
if it appears that the fees will exceed the limit in which you set.    

If you are not satisfied with my action on this request, you may administratively appeal this 
denial of expedited processing. 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. 

Please mark the correspondence, “Freedom of Information Act Appeal.”  Your appeal must be 
transmitted within 90 days from the date of receipt of this letter to: 
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William Holzerland 
Deputy Agency Chief FOIA Officer 
U.S. Department of Health and Human Services 
Office of the Assistant Secretary for Public Affairs 
HHS.ACFO@hhs.gov 

If you choose to mail your appeal, please clearly mark both the envelope and your letter 
“Freedom of Information Act Appeal.”  The mailing address is: Room 729H, 200 Independence 
Avenue, SW, Washington, DC 20201. Please note the entire office is working remotely and 
appeals sent by mail may receive delayed receipt dates. 

If you would like to discuss our response before filing an appeal to attempt to resolve your 
dispute without going through the appeals process, you may contact the HHS FOIA Public 
Liaison for assistance at: 

HHS FOIA/PA Public Liaison 
FOI/Privacy Acts Division 
Assistant Secretary for Public Affairs (ASPA) 
Office of the Secretary (OS) 
U.S. Department of Health and Human Services (HHS) 
200 Independence Avenue, SW, Suite 729H 
Washington, DC 20201 

Telephone:  (202) 690-7453 
Fax: (202) 690-8320 
E-mail: HHS_FOIA_Public_Liaison@hhs.gov 

If you are unable to resolve your FOIA dispute through our FOIA Public Liaison, the Office of 
Government Information Services (OGIS), the Federal FOIA Ombudsman’s office, offers 
mediation services to help resolve disputes between FOIA requesters and Federal agencies. The 
contact information for OGIS is: 

Office of Government Information Services 
National Archives and Records Administration 
8601 Adelphi Road–OGIS 
College Park, MD 20740-6001 

Telephone:  202-741-5770 
Toll-Free: 1-877-684-6448 
E-mail: ogis@nara.gov 
Fax: 202-741-5769 

Sincerely yours, 

Arianne Perkins 
Director, Initial FOIA Requests 
FOI/Privacy Acts Division 
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EXHIBIT 21 



March 13, 2023 

Arianne Perkins 
Freedom of Information Officer 

E ---:_ELA 
PHARMA SCIENCES 

1245 Blowing Rock Blvd 
Lenoir, NC 28645 
www.exelapharma.com 

Department of Health and Human Services (HHS) 
Office of the Secretary (OS) 
Freedom of Information Act Office 
Hubert H. Humphrey Building, Room 729H 
200 Independence A venue, SW 
Washington, D.C. 20201 

Re: Freedom of Information Act (FOIA) Request 

Dear Freedom of Information Officer: 

Pursuant to the Freedom of Information Act ("FOIA"), 5 U.S.C. § 552, and HHS's FOIA 
implementing regulations, 45 C.F.R. § 5.21 et seq., Phanesh Koneru, Bridget Archer, and Exela 
Pharma Sciences, LLC ( collectively "Requesters") hereby request the following records 1 in HHS' s 
possession on or after January 1, 2021 through the date of production: 

1. Congressional communications regarding aluminum content in cysteine drug products: All 
records containing or reflecting communications between HHS (including any Office, 
Division ( other than the U.S. Food and Drug Administration ("FDA")2), or other 
administrative unit of the Department, and/or any HHS employees) and any member(s) of 
Congress, congressional committees or subcommittees, or congressional staff regarding 
aluminum content (including aluminum concentrations, aluminum acceptance criteria, 
and/or aluminum limits) in cysteine hydrochloride ("cysteine") drug products. 

1 "Records," as that term is defined under FOIA (5 U.S.C. § 552(£)(2)), and under applicable case law (see, e.g., 
Forsham v. Harris, 445 U.S. 169, 193 (1980)) include, but are not limited to, written correspondence, memoranda, 
records kept in electronic format on computers and/or electronic storage devices, email correspondence (whether 
through .gov email addresses or private third-party services such as Gmail), records of telephone correspondence, 
records pertaining to in-person meetings, calendar or scheduling entries, videotapes, photographs, computer print
outs, telephone messages, or voicemail messages. 

2 Requesters have filed separate FOIA requests directly with FDA and therefore do not need HHS to search FDA's 
records for responsive documents. 
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2. Other external communications regarding aluminum content in cysteine drug products: All 
records containing or reflecting communications between HHS (including any Office, 
Division ( other than FDA), or other administrative unit of the Department, and/or any HHS 
employees) and any non-governmental corporations, companies, partnerships, 
unincorporated associations, or other entities or individuals regarding aluminum content 
(including aluminum concentrations, aluminum acceptance criteria and/or aluminum 
limits) in cysteine drug products. 

Requesters believe that responsive records are most likely to be located within HHS' s Immediate 
Office of the Secretary, Office of the Assistant Secretary for Legislation, Office of the Assistant 
Secretary for Health, and Office of the General Counsel. 

To facilitate your compliance with FOIA's 20-day deadline, see 5 U.S.C. § 552(a)(6)(A), 
Requesters ask that you begin by locating any responsive congressional communications (as 
detailed in # 1 above) in the Immediate Office of the Secretary, Office of the Assistant Secretary 
for Legislation, and the Office of the General Counsel. Requesters further ask that you provide 
any responsive documents on a rolling basis, as soon as they are located and reviewed. Along with 
our outside counsel, Requesters would be pleased to discuss this request with you if doing so could 
help facilitate a timely response. 

Finally, Requesters ask that HHS process this request consistent with the Department of Justice's 
policy memorandum ( directed to the heads of executive departments and agencies) emphasizing 
the presumption of disclosure under FOIA, as amended by the FOIA Improvement Act of2016. 3 

Request for Expedited Processing: Requesters further request that HHS provide expedited 
processing of this FOIA request. This request qualifies for expedited treatment pursuant to 45 
C.F.R. § 5.27(b)(l) and 5 U.S.C. § 552(a)(6)(E) because the lack of publicly available information 
regarding aluminum levels in cysteine drug products could "reasonably be expected to pose an 
imminent threat to the life or physical safety of an individual," 5 U.S.C. § 552(a)(6)(E)(v)(I), 
including many preterm infants-whose lives depend on using these products, but who may be 
seriously harmed by exposure to unsafe levels of aluminum contamination in the process. 4 

L-cysteine is a necessity for proper human life functioning. While healthy adults can naturally 
synthesize small amounts of L-cysteine, certain high-risk patients-including preterm and/or low 
birth weight infants and patients with severe liver disease-require L-cysteine supplementation by 
parenteral administration. Aluminum toxicity in the administration of such treatment can cause 
serious health problems, including bone toxicity, dementia, impaired neurologic development, 
Alzheimer's disease, and liver disease, among other conditions. Federal regulation of aluminum 

3 Dep't of Justice Office oflnformation Policy, Memorandum from The Attorney General, March 15, 2022, 
available at https://www.justice.gov/ag/page/file/1483516/download (last visited September 10, 2022). 
4 See, e.g., Mark R. Corkins, "Review finds greatest risk of aluminum exposure is via parenteral nutrition," American 
Academy of Pediatrics News, Nov. 25, 2019, available at https://publications.aap.org/aapnews/news/13404 (last 
visited Mar. 6, 2023); Mark R. Corkins, Praveen S. Goday, and Ellen S. Rome, "Aluminum Effects in Infants and 
Children," American Academy of Pediatrics, vol. 144, no. 6 (Dec. 2019), available at 
https://publications.aap.org/pediatrics/article/l 44/6/e2019 3148/3 790 l / Aluminum-Effects-in-Infants-and-
Children ?autologincheck=redirected (last visited Mar. 6, 2023); Heather A. Wier and Robe1i J. Kuhn, "Aluminum 
Toxicity in Neonatal Parenteral Nutrition: What Can We do?" SAGE Journals, vol 45, no. 1 (Jan. 2012), available at 
https://journals.sagepub.com/doi/10.1345/aph. l Q399 (last visited Mar. 6, 2023). 
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in these products thus has a direct impact on the health and safety of society's most vulnerable 
individuals, and the lack of publicly available information concerning aluminum levels in cysteine 
products "could reasonably be expected to pose an imminent threat to the life or physical safety," 
id.; 45 C.F.R. § 5.27(b)(l), by depriving healthcare professionals of critical information needed to 
ensure the health and safety of highly vulnerable patients, including preterm infants who require 
total parenteral nutrition ("TPN") and adult and pediatric patients with severe liver disease who 
may have impaired enzymatic processes and require TPN. Patients with underlying renal 
impairment who receive prolonged courses of parenteral nutrition support are at greatest risk of 
exposure to toxic levels of aluminum from parenteral nutrition. Obtaining the requested records 
regarding these government activities is necessary to protect the health of these vulnerable 
individuals. 

As required by statute and federal regulation, the undersigned certify that the above information is 
true and correct to the best of their knowledge and belief. 

Search and Processing of Requested Records: Upon receipt of this request, please take all 
reasonable steps to preserve relevant public records while the request is pending. Please also 
contact us promptly to provide an estimated date on which you will finish processing this request. 
Notice is hereby given that the Requester, requests an estimation of appropriate fees incurred and 
assessed for the "document search and duplication" of the department records responsive to this 
request if such fees should exceed $250.00. 5 U.S.C. § 552(a)(4)(A)(ii)(III). 

Please search for responsive records regardless of format, medium, or physical characteristics. 
Requesters ask that responsive electronic records be produced electronically in their native file 
format, if possible, or the format most felicitous to an expedited production. Alternatively, 
Requesters request that the Records be provided electronically in text-searchable PDF, in the best 
image quality in HHS's possession, and in separate, Bates-stamped files. 

If this FOIA request is denied in whole or in part, please provide the reasons for the denial, pursuant 
to 5 U.S.C. § 552(a)(6)(A)(i). If it is your position that any portion of the requested records is 
exempt from disclosure, we request that you provide a Vaughn index of those documents. See 
Vaughn v. Rosen, 484 F.2d 820 (D.C. Cir. 1973). As you are aware, a Vaughn index must describe 
each document claimed as exempt with sufficient specificity "to permit a reasoned judgment as to 
whether the material is actually exempt under FOIA." Founding Church of Scientology v. Bell, 
603 F.2d 945, 959 (D.C. Cir. 1979). Moreover, the Vaughn index must "describe each document 
or portion thereof withheld, and for each withholding it must discuss the consequences of 
supplying the sought- after information." King v. US. Dep't of Justice, 830 F.2d 210, 223-24 
(D.C. Cir. 1987). 

In the event that some portions of the requested records are properly exempt from disclosure, 
please disclose any reasonably segregable, non-exempt portions of the requested records. See 5 
U.S.C. § 552(b ). Pursuant to regulation, please clearly delineate any and all redactions in such a 
manner so that the justification for each redaction is apparent. If it is your position that a document 
contains non-exempt segments and that those non-exempt segments are so dispersed throughout 
the documents as to make segregation impossible, please state what portion of the document is 
non-exempt, and how the material is dispersed through the document. Mead Data Cent. v. US. 
Dep 't of the Air Force, 455 F.2d 242,261 (D.C. Cir. 1977). Claims of non-segregability must be 
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made with the same detail as required for claims of exemptions in a Vaughn index. If a request is 
denied in whole, please state specifically that it is not reasonable to segregate portions of the record 
for release. 

For records available in electronic format, please email the documents to 
jtorchinsky@holtzmanvogel.com. Please send all other requested documents to the attention of: 

Holtzman Vogel Baran Torchinsky & Josefiak 
Attn: Jason Torchinsky 
2300 N. St. NW Ste. 643A 
Washington, D.C. 20037 

Finally, we reiterate our request that responsive documents be made available as soon as they are 
located and reviewed via a rolling production. Requesters will pay reasonable increased costs 
incurred to facilitate a rolling production. 

If you have any questions about this request, please do not hesitate to contact either me or my 
counsel. 

Phanesh 
Koneru 

Digitally signed by 
Phanesh Koneru 
Date: 2023.03.13 
1 2:04:40 -04'00' 

Phanesh Koneru 
Chief Executive Officer 
(703) 964-7884 
pkoneru@exela.us 

B(}:,~ 1.J,~ 
Pharmacist-in-Charge 
(704) 30 I-7687 
barcher@exela.us 
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Subject Request Acknowledgement by U.S. Department of Health & Human Services 

From: noreply@ains.com 

Date: March 13, 2023 at 10:28:49 PM GMT+l 
To: Jason Torchinsky <jtorchinsky@holtzmanvogel.com> 

Subject: Request Acknowledgement by U.S. Department of Health & Human Services 

You don't often get email from noreply@ains.com. Learn why this is important 

Dear Phanesh Koner u , 

Your r equest has been r eceived by the U. S . Depar tment of Health & Human 
Ser vices . The r equest has been assigned t r acking# 2023- 00555-FOIA- OS , please 
log into your account and r eview your submission . 

The 
application addr ess is https : //requests .publiclink . hhs . gov . 

Thank you , 
U. S . Depar tment of Health & Human Ser vices 
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From: Noussoukpoe, Ray <foiarequest@hhs.gov> 
Sent: Tuesday, March 14, 2023 6:05 PM 
To: Jason Torchinsky <jtorchinsky@holtzmanvogel.com> 
Subject: HHS FOIA Clarification Letter -- 2023-00555-FOIA-OS 

Subject: FW: HHS FOIA Clarification Letter -- 2023-00555-FOIA-OS 
Attachments: HHS FOIA 1 -- Congressional and Third Party Communications.pdf; Clarification Letter.pdf 

Hello, Phanesh Koneru 

Attached is a Clarification Letter to your FOIA request 2023-00555-FOIA-OS. If you have any questions, please contact 
HHS FOIA Office at FoiaRequest@hhs.gov. 

Thank You 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary 
Assistant Secretary for Public Affairs 

Washington, D.C. 20201 

Case No. 2023-00555-FOIA-OS 

March 14, 2023 

Sent via email:  
Phanesh Koneru 
Exela Pharma Sciences, LLC 
jtorchinsky@holtzmanvogel.com 

Dear Phanesh Koneru: 

This clarification letter is in response to your March 13, 2023, Freedom of Information Act 
(FOIA) request.  Specifically, you requested the following: 

“1. Congressional communications regarding aluminum content in cysteine drug 
products ... 
2.Other external communications regarding aluminum content in cysteine drug 
products... (Date Range for Record Search: From 1/21/2021 To 3/13/2023).” 

The FOIA allows the public to request access to "reasonably described" existing agency records 
(subject to any applicable FOIA exemptions to disclosure).  This means you must describe the 
category of records you are seeking or the actual document(s), and provide sufficient details to 
permit a search with reasonable effort, utilizing existing indices and search tools.  

“….. a written description of the records you seek in sufficient detail to enable our staff to 
locate them with a reasonable amount of effort.  The more information you provide, the 
better possibility we have of finding the records you are seeking.  Information that will 
help us find the records would include: 

(1) The agencies, offices, or individuals involved; 
(2) The approximate date(s) when the records were created; 
(3) The subject, title, or description of the records sought; and 
(4) Author, recipient, case number, file designation, or other reference number, if 
available.” 

This letter is to obtain clarification regarding your FOIA request. 
Unfortunately, you have not described the records with enough specificity to allow us to 
continue with the processing of your request. As stated in line one (1) name of all HHS 

In accordance with Title 45 Code of Federal Regulations Subtitle A, Subpart B – How to 
Request Records under FOIA, HHS outlined what must be contained in FOIA requests to allow 
staff to locate requested records with a reasonable amount of effort.  As set out in HHS FOIA 
Regulations, 
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Koneru - Page 2 of 2 
2023-00555-FOIA-OS 

employees involved and any other individuals (external to HHS if any) involved name and 
email domain names are required. 
In other words, name of HHS employees and name and email domain names of all external 
individuals who communicate "regarding aluminum content in cysteine drug products" are 
needed to conduct an electronic search for records. 

Additionally, provide search key "terms" or "words" to use for an effective and efficient search. 

The Office of the Chief Information Officer reports due to technology constraints, HHS cannot 
run a blind search against all users in HHS or an operating/staff division. Electronic searches run 
against our live email system and a search against all HHS employees would crash our system. 

Regarding the search terms, we would need the domain names for each entity in the list so that 
we could identify emails to or from a custodian to those entities.  For example, “emails to or 
from Jane Doe (Jane.Doe@hhs.gov) and @organization.org or @commercial_entity.com” with 
specific key words and date ranges. 

Once you provide the above information/details clarifying you request, we can conduct a search. 

At this time, we have placed your request in “tolled” status. Therefore, please clarify and 
describe the records you are seeking, by sending an email to Ray Noussoukpoe, of my staff, at 
FOIARequest@hhs.gov. 

After you further advise us what records you are seeking, we can begin to process your FOIA 
request. 

HHS “may deny your request for other reasons, including that a request does not reasonably 
describe the records sought” in accordance with the HHS FOIA Regulations cited in paragraph 
three. If you have not contacted our office within 30 business days from the date of this letter, 
your request will be administratively closed.  Therefore, no action on your part is needed, if you 
no longer have a need for the records.  

Sincerely yours, 

Arianne Perkins 
Director 
FOI/Privacy Acts Division 

mailto:FOIARequest@hhs.gov
https://commercial_entity.com
https://organization.org
mailto:Jane.Doe@hhs.gov
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March 19, 2023 

Arianne Per.kins 
Freedom of Information Officer 

E { ELA 
PH6RMA 51:'IE'NCl"S 

1245 Blowing Rock Blvd 
Lenoir, NC 28645 
w,vw.exelapharma.com 

Department of Health and Human Services (HHS) 
Office of the Secretary (OS) 
Freedom of Information Act Office 
Hubert H. Humphrey Building, Room 729H 
200 Independence A venue, SW 
Washington, D.C. 20201 

Re: Case No. 2023-00SSS-FOIA-OS 

Ms. Perkins: 

I write in response to your March 14, 2023 letter (the "Clarification Letter") requesting additional 
information with respect to the above-captioned FOIA request (the "Request"). As you know, that 
Request sought: 

1. CongressionaJ communications regarding aluminum content in cysteine drug products: All 
records containing or reflecting communications between HHS (including any Office, 
Division (other than the U.S. Food and Drug Administration ("FDA")1), or other 
administrative unit oftbe Department, and/or any HHS employees) and any member(s) of 
Congress. congi-essional committees or subcommittees, or congressional staff regarding 
aluminum content (including aluminum concentrations, aluminum acceptance criteria, 
and/or aluminum limits) in cysteine hydrochloride ("cysteine") drug products. 

2. Other external communications regarding aluminum content in cysteine drug products: All 
records containing or reflecting communications between IIllS (including any Office, 
Division ( other than FDA), or other administrative unit of the Department, and/or any HHS 
employees) and any non-governmental corporations, companies, partnerships, 
unincorporated associations, or other entities or individuals regarding alwninum content 
(including aJuminum concentrations, aluminum acceptance criteria and/or aluminum 
limits) in cysteine drug products. 

1 A:J the Request's original footnote l noted, "Requesters have filed separate FOIA requests directly with FDA and 
therefore do not need HHS to search FDA 's records for responsive documents." 
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Request at 1 & n. l. In an effort to facilitate your compliance with FOIA, the Request further 
observed '"that responsive records are most likely to be located within HHS's Immediate Office of 
the Secretary, Office of the Assistant Secretary for Legislation, Office of the Assistant Secretary 
for Health, and Office of the General Counsel," id. at 2, and specifically asked '1hat you begin by 
locating any responsive [records] in the Immediate Office of the Secretary, Office of the Assistant 
Secretary for Legislation, and the Office of the General Counsel." Id. 

Despite the specificity of our Request-which, generally speaking, seeks all records regarding 
communications between HHS and outside parties regarding alwninum content in cysteine drug 
products-the Clarification Letter asserts that the Request did "not describe[] the records with 
enough specificity" simply because it did not provide the "name of all HHS employees involved 
and any other individuals ( external to HHS if any) involved name and email domains are 
required." Clarification Ltr_ at 1-2 (all emphases as in original). The Clarification Letter further 
suggests that HHS's FOIA regulations require us to provide this information as a condition of 
processing the Request. Id. at I ("In accordance with Title 45 Code of Federal Regulations Subtitle 
A, Subpart B - How to Request Records under FO~ HHS outlined what must be contained in 
FOIA requests to allow staff to locate requested records with a reasonable amount of effort."). 

Those assertions are incorrect: The cited regulation does not remotely require FOIA. requesters to 
identify each (or any) of the particular individuals who may have been involved in creating certain 
responsive records (whether as an author or recipient) or to supply any of the additional 
information you have demanded. 2 Instead, the cited regulation merely identifies certain kinds of 
''[i]nformation that will help us fmd the records you are seeking" and then lists as, illustrative 
examples, ''the agencies, offices, or individuals involved" and the "author, recipient, case number, 
file designation, or other reference number, if available." 45 C.F.R. § 5.22(a)(l), (4) (both 
emphases added). The Clarification Letter,s assertion that this regulation somehow "require[s]" 
Requesters to provide the information you have demanded therefore is niply flawed. 

First, the courts have held that substantially similar FOIA regulations-which merely identify 
useful categories of information that would be helpful to the processing federal agency---do not in 
fact require FOIA requesters to supply all (or indeed any) such information as a condition of 
processing a FOIA request. See, e.g., Biear v. Attorney General of the United States. 905 F.Jd 
151, 156 (3d Cir. 2018) ("The government contends that Biear's request was insufficiently 
detailed, in part because it failed to suggest specific sections [ of the Department of Justice] in 
which responsive records might be maintained. The text of the regulation does not require that a 
request contain that information. It states only that a request should contain that information '[t]o 
the extent possible."') (discussing 28 C.F.R. § 16.3(b) ("Requesters must describe the records 
sought in sufficient detail to enable Department personnel to locate them with a reasonable amount 

2 We note that the only concerns your response articulates relate to email searches. Clarification Letter at 2 ( demanding 
that Requesters provide "email domain names"); it]_ (complaining that "HHS cannot run a blind search against all 
users in HHS or an operating/staff division" because "our live email system ... would crash"); id_ (se.eking domain 
name information "so that we could identify emails to or from a custodian to those entities"). But the Request is not 
limited to emails; it seeks "AH recordB containing or reflecting communications" between IIBS and outside parties 
regarding the ~ecified subject matter, Request at 1 (emphasis added)-some ofwhicb may be contained in emails, 
and some of which may be contained in other Department records. Id. at 1 nl (defining the term "records"). You 
therefore ha11e provided no basis for refusing to commence a search of your other systems for responsive records, and 
Requesters accordingly reject the Clarification Letter's assertion that the deadline fur responding to this Request has 
been, or legitimately can he, ''tolled." Cf. Clarification Letter at 2. 
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of effort. To the extent possible, requesters should include specific infonnation that may assist a 
component in identifying the requested records, such as the date, title or name, author, recipient, 
subject matter of the record, case number, file designation, or reference number.")). HHS's 
regulation does not differ materially from the Department of Justice's: Just like DOJ's regulation, 
HHS's regulation begins by asserting that FOIA requesters must describe "the records you seek in 
sufficient detail to enable our staff to locate them with a reasonable amount of effort," and then 
identifies certain categories of"information that will help us ... if available." 45 C.F.R. § 5.22(a). 
It does not, however, require FOIA requesters to supply any such information (whether available 
or not) as a condition of fulfilling the request, just as the courts have made clear that DOJ's 
substantially similar regulation includes no such requirement. See Biear, 905 F .3d at 156. 

Second, the Request fully complied with your regulation in any event. Whether or not the 
regulation requires Requesters to supply certain categories of information ( and it doesn't, for the 
reasons we have just explained), the Request did exactly what the regulation expressly authorizes: 
It specifically identified "'the agencies, offices, or individuals involved," 45 C.F.R § 5.22(a) 
(emphasis added), by noting ''that responsive records are most likely to be located within HHS's 
Immediate Office of the Secretary, Office of the Assistant Secretary for Legislation, Office of the 
Assistant Secretary for Health, and Office of the General Counsel," Request at 1, and then asking 
you to prioritize searches "in the Immediate Office of the Secretary, Office of the Assistant 
Secretary for Legislation, and the Office of the General Counsel." Id. at 1. Needless to say, each 
of the identified "Offi.ce[s]" is an "office" within the meaning of 45 C.F.R. § 5.22(a). And the 
regulation's disjunctive use of the word '"or" makes clear that FOIA requesters are not required to 
supply the names of all "agencies, offices, and individuals involved" (assuming, for the sake of 
argument, that it requires anything at all). Any one of those alternatives suffices, and the Request 
supplied them. See, e.g., In re Espy, 80 F .3d 501, 505 (D.C. Cir. 1996) ("[A] statute written in the 
disjunctive is generally construed as setting out separate and distinct alternatives."); cf Loving v. 
IRS, 742 F.3d 1013, 1019 (D.C. Cir. 2014) ("'[T]he statute uses the conjunctive 'and' - not the 
disjunctive 'or' - when listing the various requirements, a strong indication that Congress did not 
intend the requirements as alternatives."). 

Finally, the cited regulation expressly acknowledges that FOIA requesters may not have the 
information you are demanding Requesters now provide--here, for instance, the names and email 
addresses of any and all persons involved in communications that are contained or reflected in the 
records we have requested-and therefore makes clear that such information can only '"help 
[HHS]" (let alone be required as a condition of processing a given FOIA request) "if available." 
45 C.F.R. § 5.22(a)(4) (emphasis added). Tbat commonsense recognition precisely describes this 
matter. By its plain terms, the Request seeks information about communications to which Exela 
was not a party. Requesters do not know, and cannot know, every single person at HHS who may 
have had communications about the Request's subject matter with outside parties, let alone every 
single person outside of HHS who may have had communications with HHS about that subject 
matter. Indeed, the whole point of the Request is to determine whether there were such 
communications, who was involved in such communications, and what those communications 
were. FOIA in tum makes it your responsibility to find that information for us--not force us to 
divine and disclose the unknowable as a condition of complying with your statutory obligations. 

That having been said, Requesters certainly understand that compliance with your FOIA 
obligations may require you to run a variety of email searches given the alleged limitations of your 
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email system (though we note that is a problem for which Requesters assuredly are not responsible, 
and which does not otherwise justify HHS's refusal to process the Request). HHS of course 
maintains names and contact infonnation for all staff within the identified Offices (e.g., the 
Immediate Office of the Secretary, Office of the Assistant Secretary for Legislation, Office of the 
Assistant Secretary for Health, and Office of the General Counsel). And Requesters have no 
objection to you running individual searches for responsive documents on an employee-by
employee basis if it realJy is true that your email system is incapable of running searches on a 
broader basis (again, however, we note that your own FOIA regulation expressly provides that 
requests can be made, and therefore can he processed, on an agency- or office-wide basis, and not 
merely on an individual-by-individual basis, see 45 C.F .R. § 5.22(a)(l )). 

To the extent it would further assist your efforts, and without limiting the scope of the Request in 
any way, we might suggest your search of emails begin with the following llllS custodians: 

l. Xavier Becerra - Xavier.Becerra@hhs.gov 
2. Sean McCluskie - Sean.Mccluskie@hhs.gov 
3. Angela Ramirez- Angela.Ramirez@hhs.gov 
4. Anne Reid - Anne.Reid@fda.hhs.gov 
5. Stephen Cha - Stephen.Cha@hhs.gov 
6. Karuna Seshasai - Karuna.Seshasai@hhs.gov 
7. Elizabeth Gramling-Elizabeth.Gramling@hhs.gov 
8. Kashif Syed- TauheedAliKashif.Syed@hrsa.hhs.gov 
9. Samuel Bagenstos - Samuel.Bagenstos@hhs.gov 
10. Andrea Palm - Andrea.Palm@hhs.gov 
11. Angela Botticella - Angela.Botticella@hhs.gov 
12. Melanie Egorin - Melanie.Egorin@hhs.gov 
13. Rose Sullivan-Rose.Sullivan@hhs.gov 
14. Madeline Daly - Madeline.Daly@bhs.gov 
15. Kimberly Espinosa- Kimberly.Espinosa@hhs.gov 
16. Alex Graf-Alex.Graf@hhs.gov 
17. Steven ••Jeff' Hild - Jeff.Hild@acf.hhs.gov 
18. Peter Rechter - Peter.Rechter@hhs.gov 
19. Leslie Zelenko - Leslie.Zelenko@hhs.gov 
20. Staceye Arrington - Staceye.Arrington@hhs.gov 
21. William Brady - William.Brady@hhs.gov 
22. Caitlin Fross- Caitlin.Fross@hhs.gov 
23. Syed Mohiuddin - Syed.Mohiuddin @hhs.gov 
24. Remi Roberts - Remi.Roberts@hhs.gov 
25. Adm. Rachel L. Levine, MD - Rachel.Levine@bhs.gov 
26. Sarah Boateng - Sarah.Boateng@hhs.gov 
27. Maura Calsyn-Maura.Calsyn@hhs.gov 
28. Michael Iademarco-Michael.Iademarco@hhs.gov 
29. Mirabelle Adamu - Mirabelle.Adamu@hhs.gov 
30. Evan Sturtevant - Evan.Sturtevant@hhs.gov 
31. Steven Rush - Steven.Ru sh@hhs.gov 
32. Keian Weld-Keian.Weld1@hhs.gov 
33. llllS Counselors-HHS.Counselors@hhs.gov 
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Please also request that any custodians review penmnal email addresses for responsive documents. 

We also are pleased to provide 1he following key search terms to help facilitate your identification 
of records-whether contained in emails or otherwise-that may be responsive to the Request: 
"aluminum/' "cysteine," "Nivagent "Sandoz," "Eton," "Exela,') "small volume parenteral," 
and/or "SVP." 

Finally, and as the Request previously noted, Requesters ask that responsive documents be made 
available as soon as they are located and reviewed via a rolling production-a request that is all 
the more important given that your Clarification Letter raises concerns only with respect to llliS' s 
search of em.ail-based records, and not any of the other types of records that might be responsive 
to the Request. To the extent you continue to have concerns about the email component of the 
Request after considering this correspondence, we reiterate that there is no lawful basis for refusing 
to search your other systems/locations for responsive documents and remind you of IIllS's 
statutory obligation to respond to lhe Request within 20 days. 5 U.S.C. § 552(aX6)(A). 

If you have further questions about this request, we respectfully suggest that a telephone 
conference with me and my outside counsel might be the most efficient course of action. Please 
let me know if and when you would like discuss these issues. 

Phanesh Dlgitallysignedby 
Phanesh Koneru 

K Date:2023.03.19 oner u 23,35,47 -04•00 

Pbanesh Koneru 
Chief Executive Officer 
(703) 964-7884 
pkoneru@exela.us 

.jyr/. ~ /) ,,~ A/?Jk 
~ ~ 6 r 3- / <J~i!..,? 

Bridget Archer 
Pbarmaoist-in-Charge 
(704) 301-7687 
barcher@exela.us 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary 
Assistant Secretary for Public Affairs 

Washington, D.C. 20201 

Refer to: Request Number 2023-00555-FOIA-OS 

March 28, 2023 

Sent via email: 
Phanesh Koneru 
jtorchinsky@holtzmanvogel.com 

Dear Phanesh Koneru: 

This acknowledges receipt of your March 13, 2023, Freedom of Information Act (FOIA) request, 
submitted to the Department of Health and Human Services (HHS), FOI/Privacy Acts Division 
concerning “1. Congressional communications regarding aluminum content in cysteine 
drug products ... 
2.Other external communications regarding aluminum content in cysteine drug products... 
(Date Range for Record Search: From 1/21/2021 To 3/13/2023)”. 
We received your request on March 13, 2023. 

Because you seek records which require a search in another office, “unusual circumstances” 
apply to your request, automatically extending the time limit to respond to your request for ten 
additional days. See 5 U.S.C. 552 § (a)(6)(B)(i)-(iii) (2012 & Supp. V. 2017). Further, we 
estimate needing more than 10 additional days to respond to your request and so, in the next 
paragraph of this letter we are offering you an opportunity to narrow your request, in case 
narrowing the request would enable us to respond to the request sooner. The actual time needed 
to process your request will depend on the complexity of our records search and on the volume 
and complexity of any material located. For your information, this Office assigns incoming 
requests to one of three tracks: simple, complex, or expedited. Each request is then handled on a 
first-in, first-out basis in relation to other requests in the same track. Our current workload is 
approximately 3000 cases. 

Your request is assigned to the complex track. In an effort to speed up our records search, you 
may wish to narrow the scope of your request to limit the number of potentially responsive 
records or agree to an alternative time frame for processing, should records be located. You may 
also wish to await the completion of our records search to discuss either of these options. 

I regret the necessity of this delay, but I assure you that your request will be processed as soon as 
possible. If you have any questions or wish to discuss reformulation or an alternative time frame 
for the processing of your request, you may contact the analyst handling your request, Ray 
Noussoukpoe at FoiaRequest@PSC.hhs.gov. 

If you are not satisfied with any aspect of the processing and handling of this request, you have 
the right to seek dispute resolution services from: 

mailto:FoiaRequest@PSC.hhs.gov
mailto:jtorchinsky@holtzmanvogel.com
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HHS FOIA/PA Public Liaison 
FOI/Privacy Acts Division 
Assistant Secretary for Public Affairs (ASPA) 
Office of the Secretary (OS) 
U.S. Department of Health and Human Services (HHS) 

Telephone: (202) 690-7453 
E-mail: HHS_FOIA_Public_Liaison@hhs.gov 

and/or: 

Office of Government Information Services 
National Archives and Records Administration 
Telephone: 202- 741-5770 
Toll-Free: 1-877-684-6448 
E-mail: ogis@nara.gov   

If you are not already submitting your requests through our Public Access Link (PAL), we 
recommend all future requests and appeals be submitted through PAL - 
https://requests.publiclink.hhs.gov/. Submitting requests through PAL automatically logs your 
requests into our tracking system and provides you with a tracking number. Your PAL account 
will allow you to track the progress of your request, receive your documents directly through the 
portal, and securely submit privacy-sensitive or business-sensitive documents. 

Sincerely yours, 

Arianne Perkins 
Director, Initial FOIA Requests 
FOI/Privacy Acts Division 

https://requests.publiclink.hhs.gov
mailto:ogis@nara.gov
mailto:HHS_FOIA_Public_Liaison@hhs.gov
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EXHIBIT 27 



From: Noussoukpoe, Ray <foiareguest@hhs.gov> 
Sent: Tuesday, March 28, 2023 12:34 PM 
To: jtorchinsky@holtzmanvogel.com 
Subject: HHS FOIA Acknowledgement Letter -- 2023-00555-FOIA-OS 

Dear Phanesh Koneru 

Please see the attached Acknowledgement Letter in response to your FOIA Request submitted to the Department of Health and Human 
Services (HHS) via E-mail on March 13, 2023. 
The letter contains important information concerning your FOIA matter which has been assigned tracking number 2023-00555-
FOIA-OS. 
For status updates or other inquiries, please contact our office via email at FOIAReguest@hhs.gov. Please include your tracking 
number in the subject line of your inquiry, 

Sincerely, 

HHS FOIA Office 
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From: noreply@ains.com 
Date: March 28, 2023 at 12:41:56 PM EDT 
To: Jason Torchinsky <jtorchinsky@holtzmanvogel.com> 
Subject: Status Update for Request #2023-00555-FOIA-OS 

Dear Phanesh Koneru, 

The status of your FOIA request #2023-00555-FOIA-OS has been updated to the following 
status 'In Process'. To log into the HHS FOIA Submission Site click on the Application URL 
below. 

https://requests.publiclink.hhs.gov 

Sincerely,
U.S. Department of Health & Human Services 

1 
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April 18, 2023 

Arianne Perkins 

Department of Health and Human Services (HHS) 

Office of the Secretary (OS) 

Freedom of Information Act Office 

Hubert H. Humphrey Building, Room 729H 

200 Independence Avenue, SW 

Washington, D.C. 20201 

RE: STATUS OF REQUEST FOR EXPEDITED PROCESSING AND NARROWING 

SCOPE OF REQUEST (FOI/PA Request No. 2023-00555-FOIA-OS) 

Ms. Perkins, 

On March 13, 2023, my client, Exela Pharma Sciences, LLC (“Exela”), through its Chief 
Executive Officer, Phanesh Koneru, and Pharmacist-In-Charge, Bridget Archer, submitted a 
request for records from HHS under the Freedom of Information Act (“FOIA”). 5 U.S.C. § 552; 

45 C.F.R. § 5.21. (Attachment 1). HHS acknowledged that the request was received on March 13, 

2023, and that it has been assigned FOI/PA number 2023-00555-FOIA-OS. (Attachment 2). 
Exela’s request letter includes an application for expedited processing and outlines the reasons that 

expedited treatment of this request is warranted under 45 C.F.R. § 5.27 and 5 U.S.C. § 
552(a)(6)(E). 

To date, Exela has not received a determination in response to its request for expedited processing. 

45 C.F.R. § 5.27(c) states that HHS will respond to requests for expedited processing “within 10 

calendar days of [its] receipt of [the] request to expedite.” See also 5 U.S.C. § 552(a)(6)(E)(ii) 
(“[N]otice of the determination [of whether to provide expedited processing] shall be provided to 
the person making the request, within 10 days after the date of the request.”). This means that the 

statutory deadline for a response passed three weeks ago on March 23, 2023. Accordingly, we 
request that HHS immediately respond with a determination regarding Exela’s request for 
expedited processing as statutorily required. 

Separately, we received a letter from your office dated March 28, 2023 indicating that Exela “may 
wish to narrow the scope of [its] request to limit the number of potentially responsive records or 

agree to an alternative time frame for processing, should records be located.” (Attachment 3). 
Without waiving, tolling, or resetting the FOIA statutory twenty-day (or thirty-day under “unusual 
circumstances”) requirement for a response under 45 C.F.R. § 5.24 and 5 U.S.C. §§ 552(a)(6)(A) 
and (a)(6)(B), our client is willing to narrow the scope of the request to ensure HHS makes a 
determination and produces responsive records within the statutory time frame. 

Accordingly, instead of the original date range of January 1, 2021 through the date of production, 

we propose a narrowed date range of December 1, 2021 through the date of production. 
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Please confirm whether this would enable HHS to process Exela’s March 13, 2023 FOIA request 

within the time frame mandated by FOIA. To reiterate, this proposal should not be construed as a 
request to create a new or separate FOIA request. Please confirm if you are amenable to narrowing 
the scope in this manner. 

I welcome the opportunity to discuss this with you further and can be reached 

at jtorchinsky@holtzmanvogel.com. 

Sincerely, 

Jason Torchinsky 

Holtzman Vogel Baran Torchinsky & Josefiak PLLC 

Attachments 

Page 2 of 2 

mailto:jtorchinsky@holtzmanvogel.com
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DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the 
Secretary 

Assistant Secretary for Public Affairs 
Washington, D.C. 20201 

Case No.  2023-00555-FOIA-OS 

April 20, 2023 

Sent via email: 
Phanesh Koneru 
Exela Pharma Sciences, LLC 
jtorchinsky@holtzmanvogel.com 

Dear Phanesh Koneru: 

This is an interim response to your March 14, 2023, Freedom of Information Act (FOIA) request. 

You requested the following: (All records relating to development, drafting, and/or publication 
of the December Draft Guidance titled Small volume parenteral drug products and pharmacy 
bulk packages for parenteral nutrition: Aluminum content and labeling recommendations ... 
(Date Range for Record Search: From 1/1/2021 To 3/14/2023)).    

HHS FOIA Office has determined your request for expedited processing does not meet the 
requirements under the FOIA and HHS implementing regulations and cannot be granted. The 
FOIA requires an agency expedite processing of a request only when the requester demonstrates 
a “compelling need.” 

Our review indicates you have not clearly demonstrated a “compelling need,” because you have 
not clearly articulated an imminent threat to the life or physical safety of an individual; and you 
also have not demonstrated that there is an “urgency to inform the public concerning actual or 
alleged Federal activity” through a request by one primarily engaged in disseminating 
information to the public.   

The law authorizes us to collect fees for responding to FOIA requests.  However, because we 
are uncertain that applicable fees will exceed our minimum charge ($25.00), we are not 
addressing your request for a fee waiver at this time.  Nevertheless, if we determine there will be 
fees associated with processing your request, we will contact you at that time. 

The Department of Health and Human Services regulations allows us to recover part of the costs 
associated with the processing of FOIA requests.  It was determined that your request will be 
processed under the “Commercial” category; therefore, your request may be subject to 
duplication fees at .10 cents per page after the first 100 pages of duplication. We will notify you 
if it appears that the fees will exceed the limit in which you set. 

If you are not satisfied with my action on this request, you may administratively appeal this 
denial of expedited processing. 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. 

Please mark the correspondence, “Freedom of Information Act Appeal.” Your appeal must be 
transmitted within 90 days from the date of receipt of this letter to: 



   
   

 
 

 

   
  

 

  
 

 

 
  

  
  

  
  

 
  

 
   

  
  

  
  

 

   
 

 

 
  

 

Case 1:23-cv-01242 Document 1-34 Filed 05/02/23 Page 3 of 3 

William Holzerland 
Deputy Agency Chief FOIA Officer 
U.S. Department of Health and Human Services 
Office of the Assistant Secretary for Public Affairs 
HHS.ACFO@hhs.gov 

If you choose to mail your appeal, please clearly mark both the envelope and your letter 
“Freedom of Information Act Appeal.”  The mailing address is: Room 729H, 200 Independence 
Avenue, SW, Washington, DC 20201. Please note the entire office is working remotely and 
appeals sent by mail may receive delayed receipt dates. 

If you would like to discuss our response before filing an appeal to attempt to resolve your 
dispute without going through the appeals process, you may contact the HHS FOIA Public 
Liaison for assistance at: 

HHS FOIA/PA Public Liaison 
FOI/Privacy Acts Division 
Assistant Secretary for Public Affairs (ASPA) 
Office of the Secretary (OS) 
U.S. Department of Health and Human Services (HHS) 
200 Independence Avenue, SW, Suite 729H 
Washington, DC 20201 

Telephone:  (202) 690-7453 
Fax: (202) 690-8320 
E-mail: HHS_FOIA_Public_Liaison@hhs.gov 

If you are unable to resolve your FOIA dispute through our FOIA Public Liaison, the Office of 
Government Information Services (OGIS), the Federal FOIA Ombudsman’s office, offers 
mediation services to help resolve disputes between FOIA requesters and Federal agencies. The 
contact information for OGIS is: 

Office of Government Information Services 
National Archives and Records Administration 
8601 Adelphi Road–OGIS 
College Park, MD 20740-6001 

Telephone:  202-741-5770 
Toll-Free: 1-877-684-6448 
E-mail: ogis@nara.gov 
Fax: 202-741-5769 

Sincerely yours, 

Arianne Perkins 
Director, Initial FOIA Requests 
FOI/Privacy Acts Division 




