
The following is a map and copy of my BCNR package for use by any similarly 
situated servicemen and women who were unjustly punished for refusing 
Anthrax. I have enclosed it here for your use to help make your work easier in 
duplicating my success.

Because it has been redacted and edited for brevity, below is a map of the 
contents to help understand the rationale for inclusion of each item. Some of the 
items are not in the version that I have publicly shared on this website.

It is my hope that future submissions will not need to be so wordy. My full 
submission including addendums was 244 pages.

Please feel free to reach out to the owner of this website. He and I will be glad to 
help you as much as we can.

To you success,
James D. Muhammad
Sergeant, USMC (Veteran)

1. DD-149
• Ensure that you have the latest version when submitting and it is 

completely filled out and signed
2. Because my issues were too numerous to fit on the form, I included an 

attachment to explain Block 5
• Each grievance or error was given a separate numbered line item

3. Because my issues were too numerous to fit on the form, I included an 
attachment to explain Block 6

• Each was given a separate bullet point
• The attachment was put into chronological form and served as an 

overview of the package contents
• Most items were annotated by footnote to indicate where it was located in 

the package with relevant passages in the body of the text
• Each page of the package was numbered in the bottom right corner using 

a Bates numbering scheme to make it easy for the Board to find any page 
or footnote reference. I used the format of FLNAME-BCNR-xxx where 
FLNAME is my first initial and last name and xxx is the sequential page 
number of the package

4. Attachment for explanation of Block 9; because I included a lot of artifacts, I felt 
this was necessary to help give context to each document included

5. Table of Contents so Board members will have a title for each document and 
have another place to know where to find it based on Bates number︎︎︎︎︎.

• Each package is reviewed by a group of 3 persons and they talk about 
their findings. It’s helpful if a board member likes a particular artifact and 
can reference it easily for the others. The contents are as follows:
• DD-214



• Sentencing given
• Doe v Rumsfeld filing 20031222
• Enlistment contract
• Record of PME
• Recommendation Letters collected while on Active Duty
• Documentation of Refusal of AVIP
• 20041027 Doe v Rumsfeld
• Memo: Implementation of AVIP under EUA
• 20050406 Doe v Rumsfeld
• 20060209 Doe v Rumsfeld
• NMCCA Opinion US v Muhammad
• 20061012 AVIP Resumption letter
• 20070821 Doe v Rumsfeld
• Other Board of Correction cases (5)
• LES
• US Supreme Court Case Little v Barreme (to refute NMCCA Opinion 

on inherent orders and using US v Kisala as precedent ruling)
• Stripes article: Lt. Col Lacken, USAF
• NAMALA DNA Collection Order
• Picture collage (redacted in public version)
• Personal and Professional Biography demonstrating how my life has 

evolved since SCM
• Professional and other Certificates
• Letters of Support (13), including updates from persons who wrote 

letters during trial
• Records of accomplishments during service
• Copy of SMART Transcript
• Deployment Roster showing that I removed from deployment for 

Anthrax refusal despite policy to the contrary
• Meritorious Commissioning (MCP) documents and questions

6. BCNR Addendum March 2019
• Explanation regarding Memo (next item)

• Includes a Point by Point explanation of which parts I believe I 
qualify for

• Includes changes to UCMJ that would show beneficial
• Memo for Secretaries of the Military Departments: Guidance of Military 

Discharge Review Boards and Board for Correction fo Military/ Naval 
Records Regarding Equity, Injustice or Clemency Determinations (Jul 25, 
2018)

• AVA Package Insert
7. BCNR Addendum May 2019

• This addendum was related to my sldelined MCP package and would not 
ordinarily need to be included in a BCNR packages but it was addressed 
to demonstrate the potential the Marine Corps missed by discharging me 
from service



Application

Board of Correction of Naval Records


for

James D Muhammad, USMC




DD FORM 149, DEC 2014

APPLICATION FOR CORRECTION OF MILITARY RECORD 
UNDER THE PROVISIONS OF TITLE 10, U.S. CODE, SECTION 1552 

(Please read Privacy Act Statement and instructions on back BEFORE completing this application.) 

PREVIOUS EDITION IS OBSOLETE. 

OMB No. 0704-0003  
OMB approval expires 
Dec 31, 2017

The public reporting burden for this collection of information, 0704-0003, is estimated to average 30 minutes per response, including the time for reviewing instructions, searching existing data sources, 
gathering  and maintaining the data needed, and completing and reviewing the collection of information.  Send comments regarding this burden estimate or any other aspect of this collection of 
information,  including suggestions for reducing the burden, to the Department of Defense, Washington Headquarters Services, at whs mc-alex.esd mbx dd-dod-information-collections@mail.mil. 
Respondents should be aware that notwithstanding any other provision of  law, no person shall be subject to any penalty for failing to comply with a collection of information if it does not display a 
currently valid OMB control number. 

RETURN COMPLETED FORM TO THE  APPROPRIATE ADDRESS ON THE BACK OF THIS PAGE. 

1. APPLICANT DATA (The person whose record you are requesting to be corrected )  
a. BRANCH OF SERVICE (X one)  ARMY NAVY  AIR FORCE MARINE CORPS COAST GUARD 
b.  NAME (Print - Last, First, Middle Initial) c.  PRESENT OR LAST  

     PAY GRADE
d.  SERVICE NUMBER (If applicable) e.  SSN 

2.  PRESENT STATUS WITH RESPECT TO THE 
     ARMED SERVICES  (Active Duty, Reserve,  
     National Guard, Retired, Discharged, Deceased) 

3.  TYPE OF DISCHARGE(If by court-martial, state  
      the type of court ) 

4.  DATE OF DISCHARGE OR RELEASE 
     FROM ACTIVE DUTY  (YYYYMMDD)

5.  I REQUEST THE FOLLOWING ERROR OR INJUSTICE IN THE RECORD BE CORRECTED AS FOLLOWS: (Entry required) 

6.  I BELIEVE THE RECORD TO BE IN ERROR OR UNJUST FOR THE FOLLOWING REASONS: (Entry required)

7. ORGANIZATION AND APPROXIMATE DATE (YYYYMMDD) AT THE TIME THE ALLEGED ERROR OR INJUSTICE IN THE RECORD  
OCCURRED (Entry required) 

8.  DISCOVERY OF ALLEGED ERROR OR INJUSTICE 
a.  DATE OF DISCOVERY  
     (YYYYMMDD)

b.  IF MORE THAN THREE YEARS SINCE THE ALLEGED ERROR OR INJUSTICE WAS DISCOVERED, STATE WHY THE  
     BOARD SHOULD FIND IT IN THE INTEREST OF JUSTICE TO CONSIDER THE APPLICATION.

9.  IN SUPPORT OF THIS APPLICATION, I SUBMIT AS EVIDENCE THE FOLLOWING ATTACHED DOCUMENTS: (If military documents or medical  
     records are pertinent to your case, please send copies.  If Veterans Affairs records are pertinent, give regional office location and claim number ) 

10.  I DESIRE TO APPEAR BEFORE THE BOARD IN WASHINGTON,  
       D.C. (At no expense to the Government) (X one)  

YES.  THE BOARD WILL  
DETERMINE IF WARRANTED. 

NO.  CONSIDER MY APPLICATION  
BASED ON RECORDS AND EVIDENCE. 

11.a. COUNSEL (If any) NAME (Last, First, Middle Initial) and ADDRESS (Include ZIP Code)  b. TELEPHONE (Include Area Code)

c.  E-MAIL ADDRESS 

d.  FAX NUMBER (Include Area Code) 

12. APPLICANT MUST SIGN IN ITEM 15 BELOW.  If the record in question is that of a deceased or incompetent person, LEGAL PROOF OF  
      DEATH OR INCOMPETENCY MUST ACCOMPANY THE APPLICATION.  If the application is signed by other than the applicant, indicate 

the name (print) and relationship by marking one box below. 
SPOUSE WIDOW WIDOWER NEXT OF KIN LEGAL REPRESENTATIVE OTHER (Specify) 

13.a. COMPLETE CURRENT ADDRESS (Include ZIP Code) OF APPLICANT OR PERSON 
         IN ITEM 12 ABOVE (Forward notification of all changes of address ) 

b.  TELEPHONE (Include Area Code)
c.  E-MAIL ADDRESS 

d.  FAX NUMBER (Include Area Code)

14. I MAKE THE FOREGOING STATEMENTS, AS PART OF MY CLAIM, WITH FULL KNOWLEDGE OF THE 
      PENALTIES INVOLVED FOR WILLFULLY MAKING A FALSE STATEMENT OR CLAIM. (U.S. Code, Title 18,  
      Sections 287 and 1001, provide that an individual shall be fined under this title or imprisoned not more than 5 years, or both )  
15. SIGNATURE (Applicant must sign here ) 16. DATE SIGNED  

     (YYYYMMDD) 

CASE NUMBER 
(Do not write in this space )

Adobe Designer 9.0

  e.  I WOULD LIKE ALL CORRESPONDENCE/DOCUMENTS SENT TO ME ELECTRONICALLY. YES NO

a.  IS THIS A REQUEST FOR RECONSIDERATION 
     OF A PRIOR APPEAL?

b.  IF YES, WHAT WAS THE DOCKET NUMBER? c.  DATE OF THE DECISIONYES
NO

Muhammad, James D E-1 none

Discharged SCM, BCD 20070302

Summary 
Applicant requests the board to investigate an administrative error that amounted to unjust delay in applicant's career progression and graduation 
from Officer Candidate School. 
Applicant wishes to request equitable relief due to career being sidelined due to refusal to take Anthrax Vaccine. 
Verbose request in attachment 

Applicant was unjustly and administratively improperly removed from consideration for selection to the Meritorious Commissioning Program 
(MCP) 
Applicant was unjustly and excessively punished for refusal to accept Anthrax Vaccine. 
Verbose discussion in attachment

20030409  BN  Camp Lejeune, NC; 20070320 NAMALA

 
none

 
List of enclosure in attachment

 
  com

 
  

(202) 454-2809

none

(202) 330-5610

20180410

20180608

✖

none none

jamess-imac.local Digitally signed by jamess-imac.local 
Date: 2018.06.08 14:24:38 -04'00'





INSTRUCTIONS 
Under Title 10 United States Code Section 1552, Active Duty and Reserve Component Service members, Coast Guard, former Service members, 
their lawful or legal representatives, spouses of former Service members on issues of Survivor Benefit Program (SBP) benefits, and civilian  
employees with respect to military records other than those related to civilian employment, who feel that they have suffered an injustice as a result 
of error or injustice in military records may apply to their respective Boards for Correction of Military Records (BCMR) for a correction of their 
military records.  These Boards are the highest level appellate review authority in the military.  The information collected is needed to provide the Boards the 
basic data needed to process and act on the request. 
  
1.  All information should be typed or printed.  Complete all applicable items.  If the item is not applicable, enter "None." 
2.  If space is insufficient on the front of the form, use the "Remarks" box below for additional information or attach an additional sheet.  
3.  List all attachments and enclosures in item 9.  Do not send original documents.  Send clear, legible copies.  Send copies of military documents  and orders 
related to your request, if you have them available.  Do not assume that they are all in your military record.  
4.  The applicant must exhaust all administrative remedies, such as corrective procedures and appeals provided in regulations, before applying to  the Board of 
Corrections.  
5.  ITEM 5.  State the specific correction of record desired.  If possible, identify exactly what document or information in your record you believe to be  erroneous 
or unjust and indicate what correction you want made to the document or information.  
6.  ITEM 6.  In order to justify correction of a military record, it is necessary for you to show to the satisfaction of the Board by the evidence that you  supply, or it 
must otherwise satisfactorily appear in the record, that the alleged entry or omission in the record was in error or unjust. Evidence, in  
addition to documents, may include affidavits or signed testimony of witnesses, executed under oath, and a brief of arguments supporting the  application.  All 
evidence not already included in your record must be submitted by you.  The respons bility of securing evidence rests with you. 
7.  ITEM 8.  U.S. Code, Title 10, Section 1552b, provides that no correction may be made unless a request is made within three years after the  discovery of the 
error or injustice, but that the Board may excuse failure to file within three years after discovery if it finds it to be in the interest of  justice.  
8.  ITEM 10.  Personal appearance before the Board by you and your witnesses or representation by counsel is not required to ensure full and  impartial 
consideration of your application.  If the Board determines that a personal appearance is warranted and grants approval, appearance and  representation are 
permitted before the Board at no expense to the government.  
9.  ITEM 11.  Various veterans and service organizations furnish counsel without charge.  These organizations prefer that arrangements for  representation be 
made through local posts or chapters.  
10.  ITEM 12.  The person whose record correction is being requested must sign the application.  If that person is deceased or incompetent to sign,  the 
application may be signed by a spouse, widow, widower, next of kin (son, daughter, mother, father, brother, or sister), or a legal representative  that has been 
given power of attorney.  Other persons may be authorized to sign for the applicant.  Proof of death, incompetency, or power of  
attorney must accompany the application.  Former spouses may apply in cases of Survivor Benefit Plan (SBP) issues. 
11.  For detailed information on application and Board procedures, see:  Army Regulation 15-185 and www.arba.army.pentagon.mil;   
Navy - SECNAVINST.5420.193 and www.hq.navy.mil/bcnr/bcnr.htm; Air Force Instruction 36-2603, Air Force Pamphlet 36-2607, and   
www.afpc.randolph.af.mil/safmrbr; Coast Guard - Code of Federal Regulations, Title 33, Part 52. 

MAIL COMPLETED APPLICATIONS TO APPROPRIATE ADDRESS BELOW 
ARMY 

Army Review Boards Agency 
251 18th Street South, Suite 385  
Arlington, VA 22202-3531 

NAVY AND MARINE CORPS 

Board for Correction of Naval Records 
701 S. Courthouse Road, Suite 1001 
Arlington, VA 22204-2490 

AIR FORCE 
Board for Correction of Air Force  
   Records 
SAF/MRBR  
550-C Street West, Suite 40 
Randolph AFB, TX 78150-4742

COAST GUARD 
Department of Homeland Security 
Office of the General Counsel 
Board for Correction of Military Records  
245 Murray Lane, Stop 0485 
Washington, DC 20528-0485 

17. REMARKS 

DD FORM 149 (BACK), DEC 2014

PRIVACY ACT STATEMENT
AUTHORITY:  10 U.S.C. 1552 and E.O. 9397, as amended (SSN).  
PRINCIPAL PURPOSE(S):   To initiate an application for correction of military record.  The form is used by Board members for review of pertinent information in 
making a determination of relief through correction of a military record.  Completed forms are covered by correction of  military records SORNs maintained by 
each of the Services or the Defense Finance and Accounting Service.  The DoD Systems of Records Notices can be located at:   
http://dpclo.defense.gov/Privacy/SORNsIndex/DODComponentNotices.aspx.     
ROUTINE USE(S):  The DoD Blanket Routine Uses at  http://dpclo.defense.gov/Privacy/SORNsIndex/BlanketRoutineUses.aspx may apply to this collection.  
DISCLOSURE:  Voluntary.  However, failure by an applicant to provide the information not annotated as “optional” may result in a denial of your application.  An 
applicant's SSN is used to retrieve these records and links to the member’s official military personnel file and pay record.  
Applicable SORNs:  
Army (http://dpclo.defense.gov/Privacy/SORNsIndex/DODComponentArticleView/tabid/7489/Article/6000/a0015-185-sfmr.aspx)  
Navy and Marine Corps (http://dpclo.defense.gov/Privacy/SORNsIndex/DODwideSORNArticleView/tabid/6797/Article/6510/nm01000-1.aspx)   
Air Force (http://dpclo.defense.gov/Privacy/SORNsIndex/DODwideSORNArticleView/tabid/6797/Article/5904/f036-safpc-d.aspx)   
Defense Finance and Accounting Service (http://privacy.defense.gov/notices/dfas/T5015a.shtml)  
Coast Guard (http://www.gpo.gov/fdsys/pkg/FR-2011-10-28/html/2011-27881.htm)   
Official Military Personnel Files:  
Army (http://dpclo.defense.gov/Privacy/SORNsIndex/DODwideSORNArticleView/tabid/6797/Article/6131/a0600-8-104-ahrc.aspx)  
Navy (http://dpclo.defense.gov/Privacy/SORNsIndex/DODwideSORNArticleView/tabid/6797/Article/6405/n01070-3.aspx)     
Marine Corps (http://dpclo.defense.gov/Privacy/SORNsIndex/DODComponentArticleView/tabid/7489/Article/6775/m01070-6.aspx)      
Air Force (http://dpclo.defense.gov/Privacy/SORNsIndex/DODwideSORNArticleView/tabid/6797/Article/5876/f036-af-pc-c.aspx)   
Coast Guard (http://www.gpo.gov/fdsys/pkg/FR-2011-10-28/html/2011-27881.htm)      



AWWachPeQW Rf E[SOaQaWiRQ fRU BORck 5 Rf DD fRUP 149 
 
1. 5HTXHVW XSJUDGH RI DLVFKDUJH IURP BDG CRQGXFW WR KRQRUDEOH DLVFKDUJH 

1D 8SGDWH GLVFKDUJH FRGH 5E-1 
1E. 5HVWRUDWLRQ RI LDVW 5DQN WR E5 
 

2 8SGDWH EUURUV RQ DD214 
2D. IVVXH 2QG DZDUG GRRG CRQGXFW MHGDO EDVHG XSRQ TXDOLI\LQJ WLPH SHULRGV RI 
VHUYLFH 
2E 8SGDWH BR[ 11 DD214 WR LQFOXGH PLVVLQJ MO6 0656 
2F 8SGDWH BR[ 12A DD214 WR FRUUHFW GDWH RI HQWU\ DV 19991129 
2G 8SGDWH BR[ 15A WR SURSHUO\ UHFRUG ³\HV´ 
2H PHU UHTXHVW 1, XSGDWH EORFN 24 DD214 WR HRQRUDEOH 
2I PHU UHTXHVW 1D XSGDWH EORFN 25 WR 5E-1 
2J PHU UHTXHVW 1 XSGDWH EORFN 26 WR FRGH FRQVLVWHQW ZLWK 5E-1 
2K PHU UHTXHVW 1D XSGDWH EORFN 28 WR HRQRUDEOH 
2L CRQVLVWHQW ZLWK UHTXHVW 2J UHGDFW HQWU\ LQ EORFN 29 IURP UHFRUG 
2M AGMXVW GDWH RI GLVFKDUJH WR PDWFK GDWH RI DSSURYDO RI WKLV DSSOLFDWLRQ 

 
3. PHU UHTXHVW 1..5HTXHVW H[SXQJHPHQW RI DNA 6DPSOH GDWD IURP DOO GDWDEDVHV 
 
4. PHWLWLRQHU UHTXHVWV DIWHU IDYRUDEOH UHVXOWV RI WKLV ERDUG WKDW D QHZO\ XSGDWHG FLWQHVV 
5HSRUW LV ZULWWHQ WR UHIOHFW H[HPSODU\ SHUIRUPDQFH DERYH P\ JUDGH, WUDLQLQJ DQG 
HGXFDWLRQ. 
 
5. PHWLWLRQHU UHTXHVWV WKDW UDQN RI 6HUJHDQW (E-5) LV UHVWRUHG DQG XSGDWHG RQ DOO 
DSSOLFDEOH GRFXPHQWV 
 
6. AIWHU VXFFHVVIXO DSSOLFDWLRQ, SHWLWLRQHU UHTXHVWV DGPLQLVWUDWLYH UHFDOO WR AFWLYH DXW\ IRU 
1-GD\ IRU DZDUG RI NDY\-MDULQH CRUSV AFKLHYHPHQW MHGDO IRU VXVWDLQHG H[HPSODU\ 
SHUIRUPDQFH 
 
7. 5HTXHVW D IDYRUDEOH OHWWHU IRUZDUGHG WR 9HWHUDQV AIIDLUV WKDW PHULWV DZDUG RI HTXLWDEOH 
WROOLQJ IRU XVH RI GI BLOO & MDULQH CRUSV CROOHJH FXQG DV DQQRWDWHG RQ 6HUYLFH CRQWUDFW. 
 
8. PHWLWLRQHU UHTXHVWV WKDW DIWHU VXFFHVVIXO UHVROXWLRQ WKH ERDUG WR GHWHUPLQH WKDW KDG LW 
QRW EHHQ IRU PDWWHUV SHUWDLQLQJ WR AQWKUD[ 9DFFLQH UHIXVDO, SHWLWLRQHU ZRXOG KDYH 
SDUWLFLSDWHG LQ D GHSOR\PHQW ZLWK WKH MDULQH E[SHGLWLRQDU\ BULJDGH WR KXZDLW DQG WKHQ 
IUDT DQG D XQLW SURPRWLRQ (PHULWRULRXVO\) DQG LQ WKH LQWHUHVW RI MXVWLFH WKLV ERDUG VHHV ILW 
WR DGPLQLVWUDWLYHO\ SURPRWH SHWLWLRQHU WR UDQN RI 6WDII 6HUJHDQW (E-6). 
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9. PHWLWLRQHU UHTXHVWV BCN5 WR WR ORFDWH DOO GRFXPHQWDWLRQ WKDW ZRXOG XOWLPDWHO\ EH 
IRXQG DV D UHVXOW RI DQ\ FOIA RU RWKHU H[WUDRUGLQDU\ UHTXHVWV DQG LQYHVWLJDWH WKH 
MHULWRULRXV CRPPLVVLRQLQJ PURJUDP 6HOHFWLRQ BRDUG UHVXOWV UHOHDVHG DSSUR[LPDWHO\ 30 
AXJ 2002 DQG UHWXUQ D ILQGLQJ WKDW SHWLWLRQHU ZDV LQ-IDFW RULJLQDOO\ VHOHFWHG IRU WKH 
SURJUDP DQG LW LV KLJKO\ OLNHO\ WKDW SHWLWLRQHU ZRXOG KDYH PHW JUDGXDWLRQ UHTXLUHPHQWV IRU 
FRPPLVVLRQLQJ DV DQ O-1E LQ WKH NDYDO AYLDWLRQ PURJUDP DQG IRU WKH ERDUG WR 
DGPLQLVWUDWLYHO\ DZDUG SHWLWLRQHU WKH JUDGH RI O-1E.  
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ZaiYeU, defendanWs aUe enMoined fUom inocXlaWing seUYice memEeUs ZiWhoXW 
WheiU consenW�´  �

o DoD sXEseTXenWl\ complied ZiWh Whe coXUW and pUomXlgaWed oUdeUs WhaW 
Commanding 2fficeUs ZeUe Wo halW Whe e[ecXWion of all A9,P acWions 

o 2���12�� 7he )DA gUanWs licensXUe of A9A pXUsXanW Wo applicaWion filed 
E\ DoD� Whe coXUW accoUdingl\ lifWs Whe A9,P inMXncWion 

o 2��4�1�5 )DA issXes UXling on Whe efficac\ and safeW\ of A9,P, gUanWing 
Whe license Wo Whe DepaUWmenW of Defense WhaW iW soXghW in SepW 199�� Whe 
coXUW accoUdingl\ lifWs Whe A9,P  inMXncWion 

o Doe ComplainanWs Ueappl\ foU inMXncWion on Whe Easis WhaW )DA license 
Zas impUopeUl\ gUanWed, alleging Whe )DA YiolaWed Whe AdminisWUaWiYe 
PUocedXUes AcW� Whe coXUW gUanWed PlainWiff¶s UeTXesW foU inMXncWiYe Uelief 

o 2��41�2� Whe US DisWUicW CoXUW  concXUUed ZiWh Doe¶s complainW and �

sWaWed, ³Unless and XnWil )DA folloZs Whe coUUecW pUocedXUes Wo ceUWif\ 
A9A as a safe and effecWiYe dUXg foU iWs inWended Xse, defendanW DoD ma\ 
no longeU sXEMecW miliWaU\ peUsonnel Wo inYolXnWaU\ anWhUa[ YaccinaWions 
aEsenW infoUmed consenW oU PUesidenWial ZaiYeU� ́ and deWeUmined WhaW ³Whe 
inYolXnWaU\ anWhUa[ YaccinaWion pUogUam, as applied Wo all peUsons, is 
UendeUed illegal aEsenW infoUmed consenW oU a PUesidenWial ZaiYeU´� 

o 2��5�4�5 DoD UndeU SecUeWaU\ of Defense memoUandXm 
³,mplemenWaWion of 5esXmpWion of Whe AnWhUa[ ,mmXni]aWion PUogUam 
�A9,P� UndeU (meUgenc\ Use AXWhoUi]aWion �(UA�´ Zas issXed ZheUein 
iW sWaWes, ³<oX ma\ UefXse anWhUa[ YaccinaWion XndeU Whe (UA, and \oX 
Zill noW Ee pXnished� 1o disciplinaU\ acWion oU adYeUse peUsonnel acWion 
Zill Ee Waken� <oX Zill noW Ee pUocessed foU sepaUaWion and \oX Zill sWill 
Ee deplo\aEle� 7heUe Zill Ee no penalW\ oU loss of enWiWlemenW foU UefXsing 
anWhUa[ YaccinaWion�´  9

o 2��5�4�� DoD soXghW Uelief WhaW Whe inMXncWion is modified Wo peUmiW Xse 
of A9A XndeU (meUgenc\ Use AXWhoUi]aWion� Whe coXUW gUanWed Whe 
UeTXesW 

o 2��51219 7he )DA gUanWs final appUoYal and licensXUe of A9,P  1�

o 2����2�9 US CoXUW of Appeals deWeUmined WhaW an appeal of Doe 9 
5Xmsfeld is mooW and sWaWed, ³B\ iWs oZn WeUms, When, Whe inMXncWion has 
dissolYed, and Whis case no longeU pUesenWs a liYe conWUoYeUs\ on Zhich Ze 
ma\ pass MXdgmenW�´  11

Ɣ 2����5�1 PeWiWioneU¶s appeals Wo Whe UniWed SWaWes 1aY\-MaUine CoUps CoXUW of 
CUiminal Appeals �1MCCA� ZiWhoXW Uaising an\ issXes of laZfXlness of A9,P as 

� See 2���1222 Doe Y 5Xmsfeld enclosXUe 
� See 2��41�2� Doe Y 5Xmsfeld 
9 See ,mplemenWaWion of A9,P XndeU (UA 
1� 2��5�4�� Doe Y� 5Xmsfeld, 5�1 )� SXpp� 2d 1��, 1�� 
�D�D�C� 2�����discXssing �� )ed� 5eg� �51�� �Dec� 19, 2��5��� 
11 2pinion inclXded 
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XncoYeUed in Doe 9 5Xmsfeld ZheUe 1MCCA denied Uelief on Whe maWWeUs Uaised
 12

o 2���1�12 DepaUWmenW of Defense UesXmes A9,P pUogUam  1�

XnencXmEeUed 
Ɣ 2����221 Whe US CoXUW of Appeals of AUmed )oUces sWaWed, ³2n consideUaWion of 

Whe peWiWion foU gUanW of UeYieZ���Whe decision of Whe �1MCCA� is affiUmed�´  7he 14

peWiWioneU¶s MXdicial pUocess Zas compleWe 
o 2�����21 7he coXUW e[plained in an opinion aZaUding aWWoUne\s¶ fees Wo 

Whe Doe plainWiffs, ³WheUe is no TXesWion WhaW Whe plainWiffs haYe pUeYailed 
oYeUall as Whe\ achieYed Whe peUmanenW inMXncWiYe Uelief WhaW Whe\ soXghW´ 
and in anoWheU place, ³7he CoXUW conclXdes WhaW plainWiffs aUe enWiWled Wo 
fees and cosWs foU liWigaWing Whis acWion, inclXding on appeal, EecaXse 
plainWiffs aUe Whe pUeYailing paUW\ and Whe goYeUnmenW
s posiWion Zas noW 
sXEsWanWiall\ MXsWified�´  15

Ɣ PeWiWioneU mainWains WhaW aW pUesenW he is a pUodXcWiYe ciWi]en and WhaW conWinXed 
indefiniWe pXniWiYe sWaWXs ZoXld Ee an inMXsWice  1�

 
OWheU PaWWeUV geUPaQe WR WhiV aSSOicaWiRQ 
 

Ɣ PeWiWioneU Zas oUiginall\ designaWed M2S 4���� Whe MaUine CoUps depUecaWed Whe 
4��� seUies 2ccXpaWion Code in faYoU of ���� 2CC ZheUe peWiWioneU Zas 
designaWed ��5�� peWiWioneU¶s DD-214 eUUanWl\ omiWs M2S ��5� 

Ɣ DaWe of enWU\ on DD-214 eUUanWl\ fails Wo maWch acWXal daWe of enWU\ and is 
adminisWUaWiYe eUUoU  1�

Ɣ PeWiWioneU¶s DD-214 as issXed does noW indicaWe *, Bill eligiEiliW\ as UecoUded on 
(nlisWmenW ConWUacW and fXlfilled dXUing peUiod of seUYice E\ conWUiEXWion of 
�1���monWh foU 12 consecXWiYe monWhs  1�

Ɣ PeWiWioneU conWends WhaW TXalif\ing Wime foU issXance of Whe MaUine CoUps *ood 
CondXcW medal �aW minimXm� Eegins on 2����41� �daWe afWeU SCM� and ends aW 
2����221 �daWe of closXUe E\ CAA)� dXUing a peUiod ZheUe peWiWioneU Zas sXEMecW 
Wo Whe UnifoUm Code of MiliWaU\ JXsWice and WheUe is no adYeUse acWion in Whe 
UecoUd� peWiWioneU is TXalified foU a sXEseTXenW aZaUd 

o MiliWaU\ coXUWs and EoaUds Zhen adMXdicaWing AnWhUa[ issXes haYe gUanWed 
faYoUaEle Uelief EXW some dissenWing memEeUs conWend WhaW a 
seUYicememEeU disoEe\s an AnWhUa[ oUdeU aW his oZn peUil, despiWe WhaW 
pUioU Wo 2��51219 A9,P Zas sWaWXWoUil\ XnlaZfXl� 7his places PeWiWioneU in 
a ³no-Zin´ siWXaWion ZheUe case laZ has Eeen esWaElished WhaW 
demonsWUaWes WhaW oUdeUs do noW haYe ³inheUenW aXWhoUiW\´ 

12 2pinion inclXded 
1� DepXW\ SecD() Memo ,nclXded 
14 hWWp���ZZZ�aUmfoU�XscoXUWs�goY�neZcaaf�MoXUnal�2����2���)eE hWm 
15 2pinion inclXded 
1� See inclXded BCM5 cases ZheUe Uelief Zas gUanWed foU oWheU indiYidXals 
1� SeUYice ConWUacW inclXded 
1� See /eaYe and (aUnings SWaWemenW 
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o ,n sXppoUW of Whe aEoYe, in /iWWle Ys BaUUeme , Whe US SXpUeme CoXUW 19

foXnd WhaW Xpon MXdicial anal\sis Whe CommandeU ,n Chief issXed an illegal 
oUdeU WhaW Zas e[ecXWed E\ a 1aYal CommandeU �/iWWle�, Zhich oXghW Wo 
haYe Eeen cXUWailed 

o USA) BCM5 BC-2���-�1924  also sXppoUWs peWiWioneU¶s UeTXesW foU 2�

Uelief foU same Ueasons as sWaWed in Whe naUUaWiYe 
Ɣ PeWiWioneU UepUesenWs WhaW if conWUoYeUs\ sXUUoXnding A9,P ZoXld noW haYe 

e[isWed, peWiWioneU YeU\ likel\ ZoXld haYe conWinXed ZiWh his miliWaU\ caUeeU 
WhUoXgh UeWiUemenW eligiEiliW\� 

Ɣ PeWiWioneU conWends WhaW his WUeaWmenW Zas XnMXsW and Whe mosW seYeUe of an\ oWheU 
seUYicememEeU dXe Wo dispaUiWies in WUeaWmenW Zhich Uanged fUom no adYeUse 
acWion, YeUEal UepUimands, leWWeUs of UepUimand, AUWicle 15 and CoXUWs MaUWials  21

despiWe WheUe Eeing a UnifoUm Code of MiliWaU\ JXsWice s\sWem in place 
Ɣ PeWiWioneU is UeTXesWing WhaW Whe EoaUd e[eUcise lenienW MXdgemenW in gUanWing 

UeTXesW Wo UedacW losW Wime noWed on DD-214  
Ɣ PeWiWioneU UeTXesWs WhaW UefXsal Wo sXEmiW Wo AnWhUa[ YaccinaWion Wo no longeU Wo Ee 

consideUed a 4Xalif\ing MiliWaU\ 2ffense and as sXch UeTXesWs e[pXngemenW of 
his D1A sample fUom all daWaEases  22

Ɣ PeWiWioneU UeTXesWs WhaW Whe EoaUd Uela[ an\ Wimeliness conceUns dXe Wo Whe facW WhaW 
some of Whe maWWeUs addUessed ZeUe noW discoYeUed XnWil as UecenW aW 2�1��41� EXW 
all maWWeUs aUe insepaUaEl\ linked and did noW Ueach fXll fUXiWion XnWil sXch Wime 
and WhaW iW ZoXld Ee in Whe EesW inWeUesW of MXsWice Wo fXll\ Zeigh Whe applicaWion 

Ɣ PeWiWioneU UepUesenWs WhaW sXccessfXl compleWion of a BC15 UeTXesW TXalifies as a 
meUiWoUioXs eYenW in a seUYicememEeU¶s caUeeU WhaW ZaUUanWs an aZaUd and WhaW Whe 
appUopUiaWe aZaUd is Whe 1aY\ and MaUine CoUps AchieYemenW Medal 

Ɣ PeWiWioneU UeTXesWs WhaW Whe EoaUd see fiW Wo aZaUd meUiWoUioXs pUomoWion Wo (-� 
commensXUaWe ZiWh oWheU memEeUs of Compan\,  WhaW 
deplo\ed Zhile peWiWioneU Zas UemoYed fUom deplo\menW UosWeU foU AnWhUa[ 
UefXsal� 

Ɣ PeWiWioneU Zas adminisWUaWiYel\ foUZaUded Wo +4MC EXW sXEseTXenWl\ dXe Wo 
inWUa-XniW miscommXnicaWion, CommandeU¶s UecommendaWion Zas Uescinded 
WhUoXgh an Xnofficial channel� 7he MCP selecWion EoaUd UesXlWs ZeUe dela\ed 
Zhile anoWheU candidaWe Zas selecWed in place of peWiWioneU� SXEseTXenWl\, Whe XniW 
maWWeU Zas cleaUed Xp ZiWh a finding WhaW peWiWioneU had ]eUo cXlpaEiliW\ foU Whe 
incidenW in TXesWion� 7he peWiWioneU UeceiYed Whis infoUmaWion as a UesXlW of a 
5eTXesW MasW EXW XnfoUWXnaWel\ E\ Whe Wime he Zas made aZaUe of Whe caXse iW 
Zas pUesXmed Woo laWe Wo peWiWion +4MC Wo aWWend 2CS EecaXse Whe class had 
conYened� PeWiWioneU UeTXesWs Whis EoaUd UeWXUn a finding of a high likelihood WhaW 
peWiWioneU ZoXld haYe Eeen commissioned 2-1( and Wo gUanW an adminisWUaWiYe 
commission XndeU SecUeWaUial AXWhoUiW\ and WhaW eTXiWaEle cUediW foU Wime seUYed 
as an enlisWed MaUine is cUediWed WoZaUd ZaiYeU of US Code 7iWle 1� UeTXiUemenWs� 

19 CiWaWion inclXded 
2� A)BCM5 BC-2���-�1924 enclosed 
21 See aUWicle of /W Col� /acken 
22 2UdeUs Wo sXEmiW Wo D1A collecWion inclXded 
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AWWachPeQW Rf E[SOaQaWiRQ fRU BORck 9 Rf DD fRUP 149 
 

1. AWWDFKPHQWV IRU DD-149 BORFNV 5, 6 & 9 
2. DD-214 
3. 20031222 DRH Y 5XPVIHOG 
4. 6HUYLFH CRQWUDFW 
5. MHULWRULRXV CRPPLVVLRQLQJ PURJUDP BRDUG 5HFRPPHQGDWLRQ LHWWHUV DQG UHVXOWV 

(4) 
6. DRFXPHQW RI 5HIXVDO RI A9IP RUGHU 
7. 6XUQDPH CKDQJH CRXUW OUGHU 
8. 20041027 DRH Y 5XPVIHOG 
9. MHPR� IPSOHPHQWDWLRQ RI A9IP XQGHU EPHUJHQF\ 8VH AXWKRUL]DWLRQ 
10. 20050406 DRH Y 5XPVIHOG 
11. 20060209 DRH Y 5XPVIHOG 
12. NDY\ MDULQH CRUSV CRXUW RI CULPLQDO ASSHDOV OSLQLRQ 
13. 20061012 A9IP 5HVXPSWLRQ SROLF\ OHWWHU 
14. 20070821 DRH Y 5XPVIHOG 
15. BCN5 5448-14, BCN5 7959-05, NDY\ D5BBMD0900741 NDY\ 

D5BBND0701006 DQG AFBCM5 BC-2006-01924 
16. LE6 MD\ 2003 
17. CLWDWLRQ, LLWWOH Y BDUUHPH 
18. 6WULSHV DUWLFOH- 5H� LW CRO LDFNHQ 
19. NAMALA DNA CROOHFWLRQ OUGHU 
20. PLFWXUH CROODJH 
21. BLRJUDSK\ 
22. PURIHVVLRQDO CHUWLILFDWHV 
23. FAA CHUWLILFDWH 9HULILFDWLRQ LHWWHU 
24. KXNNLZRQ CHUWLILFDWH 
25. LHWWHUV RI VXSSRUW (13) 
26. CHUWLILFDWHV (13) & DRFXPHQW VKRZLQJ MDULQH CRUSV CRPPXQLFDWLRQ EOHFWURQLFV 

6FKRRO CODVV UDQNLQJ 
27. 6MA57 7UDQVFULSW 
28. MRGLILHG DHSOR\PHQW 5RVWHU 
29. MCP LQTXLU\ HPDLO 
30. MCP 6HOHFWLRQ BRDUG 6WDWLVWLFV 

 
 
DRFXPHQWV OLVWHG DERYH DUH LQ WKH RUGHU LQ ZKLFK WKH\ DSSHDU LQ WKH IXOO DSSOLFDWLRQ 
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2 According to the December 13, 1995, Federal Register:
The best evidence for the efficacy of anthrax vaccine
comes from a placebo-controlled field trial conducted by
Brachman covering four mills processing raw imported goat
hair into garment interlining.  The study involved
approximately 1,200 mill employees of whom about 40
percent received the vaccine and the remainder received
a placebo or nothing.  The average yearly incidence of
clinical anthrax in this population was 1 percent.
During the evaluation period, 26 cases of anthrax
occurred.  Twenty-one had received no vaccines, four had
incomplete immunization and one had complete
immunization.  Based on analysis of attack rates per
1,000 person-months, the vaccine was calculated to give
93 percent (lower 95 percent confidence limit = 65
percent) protection against cutaneous anthrax based on
comparison with the control group.  Inhalation anthrax
occurred too infrequently to assess the protective effect
of vaccine against this form of the disease. (emphasis
added).  Biological Products; Bacterial Vaccines and
Toxoids; Implementation of Efficacy Reviews, 50 Fed Reg.
51,002 (Dec. 13, 1985)(to be codified at 21 C.F.R. pt.
610). 4

that product review, the independent Biologics Review Panel

recommended that the vaccine be classified as safe, effective,

and not misbranded.  In their recommendations the panel discussed

the Brachman study2 and stated that the vaccine's "efficacy

against inhalation anthrax is not well documented...no meaningful

assessment of its value against inhalation anthrax is possible

due to its low incidence."  Biological Products; Bacterial

Vaccines and Toxoids; Implementation of Efficacy Reviews, 50 Fed

Reg. 51,002 (Dec. 13, 1985)(to be codified at 21 C.F.R. pt. 610). 

To date the AVA label does not specify which method of anthrax

exposure it protects against.  The Proposed Rule published in the

December 13, 1985, Federal Register has never been finalized.   
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3 At this meeting, Colonel Arthur Friedlander, Chief of the
Bacteriology Division of the U.S. Army Medical Research Institute
for Infectious Diseases, briefed meeting participants on (1)
evidence for a reduction in the number of doses of anthrax
vaccine, (2) evidence for vaccine efficacy against an aerosol
challenge, and (3) progress toward an in vitro correlate of
immunity.  SEALED.  5

On October 5, 1995, the U.S. Army Medical Research and

Material Command wrote the Michigan Department of Public Health

("MDPH"), the vaccine's manufacturer, that they were enclosing a

plan "to expand the indication for use to include projections

from aerosol exposure to B. anthraces spores."  Pls.' Compl. Ex.

G, Letter from Anna Johnson-Winegar to Robert Myers of October 5,

1995.  The plan specifically asserts that "[t]his vaccine is not

licensed for aerosol exposure expected in a biological warfare

environment."  Pls.' Compl. Ex. G, Attachment to Letter from Anna

Johnson-Winegar to Robert Myers of October 5, 1995.  The plan

proposed was to amend the anthrax vaccine license through an

Investigational New Drug ("IND") application submission.

On October 20, 1995 (as reflected in a November 13, 1995,

memorandum from the Department of the Army Joint Program Office

for Biological Defense) a meeting was held to discuss modifying

the anthrax vaccine license "to expand the indication to include

protection against an aerosol challenge of spores."3  Pls.'

Compl. Ex. H, Mem. Regarding: Minutes of the Meeting on Changing

the Food and Drug Administration License for the Michigan

Department of Public Health (MDPH) Anthrax Vaccine to Meet
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Military Requirements from David L. Danley to Distribution List

on November 13, 1995.

On July 2, 1996, the FDA held a meeting to consult with and

provide guidance to the DoD and MDPH officials who were

formulating the forthcoming September 1996 IND application.  The

Army "presented a plan in progress to develop correlates in

immunity in animals and then in humans vaccinated with MAVA in

order to obtain a specific indication for inhalation anthrax." 

Pls. Reply Ex. 1, Summary of the Michigan Anthrax Vaccine

Adsorbed (MAVA) Pre-IND Meeting with the FDA: Specific Indication

for Inhalation Anthrax; Change in Schedule and Route at ¶ 5. 

In September 1996, AVA's manufacturer submitted an IND

application to the FDA in an attempt to get FDA approval for a

modification of the AVA license to demonstrate the drug's

effectiveness against inhalation anthrax.  The IND application is

still pending and, to date, there is no indication for inhalation

anthrax on the label or in the product insert.

In 1997, the Assistant Secretary of Defense "took...steps to

confirm that AVA is approved for use against inhalation anthrax."

Defs.' Opp'n at 10.  For instance, the Assistant Secretary of

Defense (Health Affairs) wrote to the FDA's Lead Deputy

Commissioner, stating that the "DoD has long interpreted the

scope of the license to include inhalation exposure, including

that which would occur in a biological warfare context" and
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inquiring "whether the FDA has any objection to our

interpretation of the scope of the licensure for the anthrax

vaccine."  Defs. Opp'n. Ex. 3, Letter from Stephen Joseph to Mark

Friedman of March 4, 1997.  The Lead Deputy Commissioner

responded "I believe your interpretation is not inconsistent with

the current label."  Defs. Opp'n. Ex. 2 Attach. 3, Letter from

Mark Friedman to Stephen Joseph of March 13, 1997. 

In a response to a citizen petition dated August 2002, the

FDA's Associate Commissioner of Policy noted that the FDA still

has yet to finalize the rule proposed in the December 13, 1985,

Federal Register.  But here, contradicting the panel's position

regarding the Brachman study in the 1985 Federal Register, the

FDA stated that the Brachman study included inhalation anthrax. 

Thus, the FDA concluded that "[t]he indication section of the

labeling does not specify the route of exposure and thus includes

both cutaneous and inhalation exposure."  Pls.' Compl. Ex. D,

Resp. to Citizen Pet. Dated October 12, 2001 from Margaret Dotzel

to Russell Dingle on August 28, 2002.

The AVA product insert, which originally stated that the

adverse reaction rate to the vaccine was 0.2 percent, was

recently revised to reflect an adverse reaction rate between 5.0

percent and 35.0 percent.  At least six deaths have been linked

to the vaccine and the vaccine's pregnancy use risk has been

upgraded from a Category C risk (risk cannot be ruled out) to a
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Category D risk (positive evidence of risk.)

B. Legal Background

In 1998, in response to concerns about the use of

investigational new drugs during the 1991 Gulf War that may have

led to unexplained illnesses among veterans, Congress signed into

law 10 U.S.C. § 1107.  This provision prohibts the administration

of investigational new drugs, or drugs unapproved for their

intended use, to service members without their informed consent. 

The consent requirement may be waived only by the President.  In

1999, the President signed Executive Order 13139, pursuant to

which the DoD must obtain informed consent from each individual

member of the armed forces before administering investigational

drugs and under which waivers of informed consent are granted

only "when absolutely necessary."  Exec. Order No. 13139, 64 Fed.

Reg. 54,175 (September 30, 1999).  In August, 2000, the DoD

formally adopted these requirements in DoD Directive 6200.2.

In 1998, the DoD began a mass inoculation program using AVA

as a preventative measure against inhalation anthrax for service

members and civilian employees.  The program was administered

without informed consent or a presidential waiver.  Plaintiffs

contend that because AVA is not licensed for inhalation anthrax,

its use by the DoD is not only investigational but it is also a

drug unapproved for its intended use in violation of 10 U.S.C. §
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1107, Executive Order 13139, and DoD Directive 6200.2.  Tr. at 7-

8.  Defendants maintain that they are not in violation of any law

because AVA is not an investigational new drug and it is licensed

for inhalation anthrax.

II.  Standard of Review

When seeking a preliminary injunction, the movant must

demonstrate to the Court that: (1) there is a substantial

likelihood that plaintiff will succeed on the merits; (2)

plaintiff will be irreparably injured if an injunction is not

granted; (3) an injunction will not substantially injure the

other party; and (4) the public interest will be furthered by an

injunction.  Davenport v. Int'l Bhd. of Teamsters, 166 F.3d 356,

361 (D.C. Cir. 1999).

III.  Discussion

A. Justiciability

1.  Jurisdiction in an Article III Court

The parties in this case dispute whether the threshold

requirement of justiciability is met.  While plaintiffs maintain

that the DoD's use of AVA in the AVIP is justiciable, defendants

contend that the Article III case or controversy requirement is

not met because (1) plaintiffs' claims are non-justiciable and

(2) plaintiffs fail to present an evidentiary basis sufficient to
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support standing for purposes of a request for preliminary

injunction.  Whether or not this Court can exercise jurisdiction

over plaintiffs' claims depends on whether those claims fall

within the narrow category of demands for equitable relief that

are not barred under the D.C. Circuit's jurisprudence.

Courts have traditionally been hesitant to intervene in the

conduct of military affairs.  See, e.g., United States v.

Stanley, 483 U.S. 669, 683-84 (1987); Chappell v. Wallace, 462

U.S. 296, 300 (1983).  The general concern that courts are "ill-

equipped to determine the impact upon discipline that any

particular intrusion upon military authority might have,"

Chappell, 462 U.S. at 305, is heightened when courts are called

upon to intervene between soldiers and their military superiors. 

See, e.g. Gilligan v. Morgan, 413 U.S. 1, 10 (1973) (observing

that the "complex subtle, and professional decisions as to the

composition, training, equipping, and control of a military force

are essentially professional military judgments....").  Based on

concerns surrounding judicial competence, the Supreme Court has

declined to entertain service-related damages claims under the

Federal Tort Claims Act, see, e.g., Feres v. United States, 340

U.S. 135 (1950), and Bivens actions "whenever the injury arises

out of activity 'incident to service.'"  Stanley, 483 U.S. at

681. 

While claims for damages are nonjusticiable, the circuits
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are divided with respect to the viability of claims for

injunctive relief against the military.  The case of Speigner v.

Alexander, 248 F.3d 1292, 1296 (11th Cir. 2001), cert denied, 543

U.S. 1056 (2001), held that cases brought by enlisted personnel

against the military for injuries incident to service are

nonjusticiable, whether those claims request monetary or

injunctive relief.  In its decision, the Eleventh Circuit

surveyed the appellate decisions addressing the justiciability of

claims seeking injunctions against the military.  The court noted

that the Second, Fifth, Seventh, and Eighth Circuits had all

found suits by enlisted personnel against the military for an

injury incident to service nonjusticiable for injunctive relief

as well as for damages.  The Speigner court observed that the

minority of circuits have held that injunctive relief is

attainable against the military.  The First Circuit, for

instance, explicitly held that, "Chappell and Stanley make it

clear that intramilitary suits alleging constitutional violations

but not seeking damages are justiciable."  Wiggington v.

Centracchio, 205 F.3d 504, 512 (1st Cir. 2000).  In Jorden v.

Nat'l Guard Bureau, the Third Circuit held that "Chappell itself

suggests that it leaves open claims for injunctive relief against

the military."  799 F.2d 99, 100 (3d Cir. 1986).

The United States Court of Appeals for the D.C. Circuit,

however, has not interpreted Chappell or Feres as embracing
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categorical rules.  In a recent opinion addressing the

justiciability of a service member's suit for equitable relief

the D.C. Circuit stated that the "Supreme Court has made

clear...that Feres does not bar all suits by service

personnel...." Braanum v. Lake, 311 F.3d 1127, 1130 (D.C. Cir.

2002).  The Braanum court rejected any distinction between facial

challenges and as applied challenges and noted that "some as

applied challenges are plainly permitted."  Id.  The court found

that Braanum's assertions that his due process and other rights

were violated by the military taking actions against him in

excess of its jurisdiction under the Military Code fell squarely

within the Supreme Court's decision in Schlesinger v. Councilman. 

See Braanum, 311 F.3d at 1130 (citing 420 U.S. 738, 740 (1975)). 

In Schlesinger, the Court held that Article III courts had

jurisdiction to entertain an Army captain's suit seeking an

injunction against pending court martial proceedings based on

conduct he claimed was non "service-related" and therefore

outside the court martial jurisdiction.  Id.

Plaintiffs in this case argue that district courts called

upon to review military decisions must employ the test adopted in

Mindes v. Seamen, 453 F.2d 197 (5th Cir. 1971), affirmed on

appeal after remand, 501 F.2d 175 (5th Cir. 1974).  See Pls.'

Mot. at 5; Pls.' Reply at 7.  The Mindes court held that a court

should only review internal military affairs if there is an
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allegation that a constitutional right has been deprived or an

allegation that the military has acted in violation of applicable

statutes or regulations.  Mindes, 453 F.2d at 201.  The Fifth

Circuit determined that there are four factors a court must

analyze:

(1) the nature and strength of the plaintiff's challenge to  
         the military determination;

(2) the potential injury to the plaintiff if review is       
         refused;

(3) the type and degree of anticipated interference with the 
         military function;

(4) the extent to which the exercise of military expertise   
    or discretion is involved (courts should defer to        
    superior knowledge and experience of professionals in    
    matters such as military personnel decisions or other    
    areas that relate to specific military functions.)

Id.

While plaintiffs concede that the D.C. Circuit has not

expressly adopted the Mindes test, they point out that it has not

rejected the test in circumstances such as those presented in the

case at bar.  The case of Kreis v. Secretary of the Air Force,

866 F.2d 1508, 1512 (D.C. Cir. 1989), however, suggests to this

Court that the D.C. Circuit Court may not look particularly

favorably upon the Mindes analysis.  In the Kreis case, an Air

Force major brought suit seeking retroactive promotion or, in the

alternative, correction of military records.  The Court of

Appeals held that the major's claim for retroactive promotion was

a nonjusticiable military personnel decision and that his
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alternative claims for correction of military records were

justiciable.  In holding that appellant's second claim was

justiciable as a request for review of agency action, the court

held that

In dismissing this case, the district court considered
neither Chappell nor our decisions relying upon it.
Instead, the court concluded that appellant's entire
complaint is nonjusticiable based solely on
Mindes...which, the district court noted, we cited in
Dilley v. Alexander, 603 F.2d 914, 920 (D.C. Cir. 1979).
Our reference to Mindes, however, was not intended to
foreclose judicial review of decisions involving the
correction of military records; indeed, in the same
paragraph, we said that the federal courts may inquire
whether the Secretary's action in this area is
"arbitrary, capricious, or contrary to the statutes and
regulations governing that agency." Id.  Nor did we adopt
the Mindes court's four factor analysis, which, as the
Third Circuit has pointed out, erroneously "intertwines
the concept of justiciability with the standards to be
applied to the merits of the case." Dillard v. Brown, 652
F.2d 316, 323 (3d Cir. 1981).

Kreis, 866 F.2d at 1512.

As the above discussion highlights, there is no bright line

rule in the D.C. Circuit when it comes to establishing

justiciability.  What can be said with certainty is that this

Circuit has not ruled out the right of individuals to seek

injunctive relief against the military in civilian courts in all

cases.  Therefore, to assess the question of justiciability, this

Court examines: (1) whether a court martial was pending against

any of the plaintiffs, see, e.g., Schlesinger, 420 U.S. 738; (2)

the degree to which a ruling by this Court would interfere with
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supervisory-subordinate relationships on the battlefield and/or

personnel decisions, see, e.g., Chappell, 462 U.S. 296; and (3)

the extent to which action by this Court would affect or disrupt

the goals of discipline, obedience, and uniformity, see, e.g.,

Goldman v. Weinberger, 475 U.S. 503 (1986).

     First, this lawsuit was not instigated in an attempt to

thwart a pending court martial, as was the case in Schlesinger,

420 U.S. 738.  Moreover, this Court has no reason to believe that

any of the plaintiffs are currently facing a court martial.  In

fact, three of the plaintiffs have complied with the order to

take the inoculation and are seeking review of the DoD's order in

this Court.  Tr. at 38.  Further, two of the plaintiffs are

civilian employees and could not be subjected to court martial

proceedings.  Tr. at 36.  At most, only one plaintiff could

potentially be facing a court martial and, in the event that the

situation arose, the case could be permitted to proceed with

regard to the other plaintiffs.  Thus, there are no concerns that

this lawsuit was an attempt to interfere with pending court

martial proceedings or that a judgment in this case will

interfere with a pending court martial against one of the

plaintiffs.  

Second, plaintiffs allege that the DoD acted arbitrarily and

capriciously by failing to adhere to statutes and regulations

governing its activities.  Their claim is against the Secretary
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of Defense about a decision made in headquarters, not about a

tactical decision military supervisors made in the field.  Tr. at

13.  Similarly, because plaintiffs are a diverse class and

include civilian individuals who are not in the employ of the

military, the danger of disrupting discipline and/or supervisory-

subordinate relationships is minimal at best.  Thus, a judgment

in this Court would not interfere with a supervisory-subordinate

relationship on the battlefield. 

Third, while the Court is cognizant of the fact that

allowing some service members to refuse inoculations at this

stage could threaten the uniformity of the military, this case is

not analogous to Goldman, where plaintiff sued to enjoin

application of an Air Force regulation that forbade officers from

wearing a yarmulke while on duty.  Goldman, 475 U.S. 503.  In

Goldman, the Court recognized that importance of the appearance

of uniformity for a effective functioning military.  Id. at 510

("The Air Force has drawn the line essentially between religious

apparel that is visible and that which is not, and we hold that

those portions of the regulations challenged here reasonably and

evenhandedly regulate dress in the interest of the military's

perceived need for uniformity.")  Rather, here there will be no

visible differences between persons who choose to receive the

vaccine and those who choose not to receive the vaccine.  Thus,

concerns about uniformity diminish and a judgment in this case
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would not affect the uniformity of military personnel to any

substantial degree.

2.  Availability of APA Review

Defendants maintain that Section 10 of the APA precludes

judicial review.  Defs.' Opp'n at 20.  Specifically, they point

to 5 U.S.C. § 701(b)(1)(G), which renders the APA's judicial

review provisions inapplicable to acts of "military authority

exercised in the field in time of war or in occupied territory."  

In addition, they refer to 5 U.S.C. § 701(b)(1)(F), a provision

barring judicial review of "court martial and military

commissions."  Finally, defendants aver that the APA "excludes

from its waiver of immunity...claims for which an adequate remedy

is available elsewhere."  Transhio Sav. Bank v. Director OTS, 967

F.2d 598, 607 (D.C. Cir. 1992). 

The Court finds 5 U.S.C. § 701(b)(1)(G) inapplicable to the

present situation.  As plaintiffs note, the AVIP was announced in

December, 1997, implemented initially in March, 1998, and

implemented force-wide in May of that year.  Due to the vaccine

shortages discussed above, few of the service members who fought

in Afghanistan in 2001-2003 were vaccinated at all.  The

recommencement of the AVIP program was announced on June 29,

2002, – a date which predated Congressional authorization for the
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use of force in Iraq by four months and the recent hostilities by

almost eighteen months.  The plaintiffs in the instant case are

not challenging military authority exercised in the field in a

time of war or in occupied territory.  In fact, according to

plaintiffs, "[n]one of the plaintiffs are presently in the

'field' or in 'occupied territory.'"  Pls.' Reply at 9. 

Moreover, the order for the program at issue in this case was

given by the Secretary of Defense, not by commanders in the

field.  Similarly, the Court finds 5 U.S.C. § 551(1)(F)

inapplicable, as none of the plaintiffs in this case have asked

this Court to review a court martial or military commission

proceedings.

Finally, defendants submit that the proper forum for

plaintiffs to raise their claims is in the military justice

system after having refused orders to take the vaccine.  They

cite the case of New v. Cohen, 129 F.3d 639 (D.C. Cir. 1997), as

the principal authority in support of their proposition.  While

this D.C. Circuit opinion does embrace comity principles and the

exhaustion requirement, it explicitly states that, at the heart

of the comity principle "is the general rule that a federal court

must await the final outcome of court-martial proceedings in the

military justice system before entertaining an action by a

service member who is the subject of the court-martial."  New,

129 F.3d at 642. (emphasis added.)  Similarly, the decision
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refers repeatedly to "pending" court martial proceedings, service

members "charged" with crimes by military authorities, and the

prohibition on "collateral review" of court-martials.  Id. at

643.  The language in New strongly suggests that its holding

applies to cases in which alternative channels within the

military justice system are already being pursued by, or against,

the plaintiffs.  The thrust of the New decision is clearly that

Article III courts should not interfere with the proceedings of

military tribunals.  In the present case, the Court has no reason

to believe that any of the plaintiffs are currently facing a

court martial.  Moreover, the civilian plaintiffs cannot be

subjected to court martial proceedings.  Thus, the Court finds no

reason to stay its hand based on New.

Instead, this Court reads New for the proposition that the

courts are another option for plaintiffs.  As New stated:

[u]pon receiving orders which he thought to be illegal,
New had two options. He could have chosen to obey the
orders and then sought judicial review of the military's
policies. Cf. Goldman v. Weinberger, 475 U.S. 503 (1986)
(suit to enjoin application of Air Force regulation that
forbade officer from wearing yarmulke while on duty and
in uniform). Or he could follow the path that he took:
disobey the orders and challenge their validity in the
subsequent disciplinary proceedings.

New,  129 F.3d at 647.  At oral argument plaintiffs' counsel

informed this Court that all six of the plaintiffs have been

ordered to submit to the vaccine.  Tr. at 38.  Three of the
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plaintiffs obeyed the order and now seek judicial review.  Id.

This Court finds that it is one of the proper forums for this

claim.

3.  Standing

A core element of Article III's case or controversy

requirement is that a plaintiff must establish that he or she has

standing to sue.  Lujan v. Defenders of Wildlife, 504 U.S. 555,

561 (1992).  The "question of standing is whether the litigant is

entitled to have the court decide the merits of the dispute or of

particular issues."  Allen v. Wright, 486 U.S. 737, 750-51

(1984).  A plaintiff must meet three requirements in order to

establish Article III standing.  See, e.g., Friends of Earth,

Inc. v. Laidlaw Environmental Serv. (TOC), Inc., 528 U.S. 167,

180-91 (2000).  First, she must demonstrate "injury in fact" – a

harm that is "concrete," "actual or imminent, not conjectural or

hypothetical."  Whitmore v. Arkansas, 495 U.S. 149, 155 (1990);

see also City of Los Angeles v. Lyons, 461 U.S. 95, 101 (1983). 

Second, she must establish causation – a "fairly...trace(able)

connection between the alleged injury in fact and the alleged

conduct of the defendant."  Simon v. Eastern Ky. Welfare Rights

Org., 426 U.S. 26, 41 (1976).  Third, she must demonstrate

redressability – a "substantial likelihood" that the requested
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relief will remedy the alleged injury in fact.  Id. at 45.  

A plaintiff seeking injunctive relief demonstrates the first

two standing requirements only by showing that the defendant is

likely to injure the plaintiff.  Cone Corp. v. Florida Dep't of

Transportation, 921 F.2d 1190, 1205 (11th Cir. 1991).  "Mere

allegations will not support standing at the preliminary

injunction stage."  Doe v. Nat'l Bd. Med. Exam'rs, 199 F.3d 146,

152 (3rd Cir. 1999); see also Nat'l Wildlife Fed. v. Burford, 878

F.2d 422, 423 (D.C. Cir. 1989) rev'd on other grounds sub non

Lujan, 497 U.S. 871 (burden of establishing standing at

preliminary injunction stage is no less than for summary

judgment).

In the present case, the government alleges that plaintiffs'

claims of injury are purely speculative because adverse personnel

actions against them for refusing inoculations may or may not

occur.  However, the Court agrees with plaintiffs that the

defendants' argument ignores the fact that when challenging an

investigational drug under 10 U.S.C. § 1107 an inoculation

without informed consent or a presidential waiver is the injury. 

Tr. at 32.  Because all six plaintiffs have been ordered to

appear for the inoculation, and three of the six have already

begun the series with more inoculations to follow, all plaintiffs

have established that they will imminently suffer a harm that is

actual, concrete, and inflicted at the hands of defendants unless
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defendants are required to conform to 10 U.S.C. § 1107.  

II. Likelihood of Success on the Merits

Having found that this claim is justiciable, the central

question before the Court is whether AVA is being used as an

investigational new drug or as a drug unapproved for its intended

use.  At bottom, this inquiry turns on whether the FDA has made a

final decision on the investigational status of AVA; and if not

(1) whether the 1996 IND application establishes the vaccine's

status as an investigational drug and (2) whether the DoD is

using AVA in a manner inconsistent with its license and intended

use.4 

As indicated previously, defendants' position is that 10

U.S.C. § 1107 is inapplicable because the AVA's license covers

use against inhalation anthrax.  Defs.' Opp'n Ex. 1, Goodman

Decl. ¶ 11.  They argue that the FDA has interpreted the lack of

specificity concerning inhalation anthrax as permitting use of

the vaccine against any route of exposure.  While neither

explaining the panel's finding in the December 15, 1985, Federal

Register proposed rule stating that cases of inhalation anthrax
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in the Brachman study were too infrequent to assess the vaccine

against inhalation anthrax nor citing any additional studies of

inhalation anthrax, defendants aver that agency officials have

always considered the vaccine to include inhalation anthrax.  Tr.

at 92.  They further allege that the 1996 IND application was

submitted as a result of a dispute between underlings (Tr. at 92-

93) and state that while the application is still technically

pending, it is not longer being actively pursued.  Tr. at 119. 

In addition, defendants point to a 1997 letter written by the

Assistant Secretary of Defense stating that the IND application

in no way suggests an official position that the DoD believed the

approved label did not already encompass inhalation exposure. 

See Defs.' Opp'n at 31.  Defendants note that such

interpretations by an agency within its area of expertise are

entitled to substantial deference.  In support of their position,

they cite several cases, including Thomas Jefferson Univ. v.

Shalala, 513 U.S. 504, 512 (1994) and Trinity Board of Fla., Inc.

v. FCC, 211 F.3d 618, 625 (D.C. Cir. 2000), standing for the

proposition that an agency is entitled to deference with respect

to the interpretation of the statutes it is tasked with

administering.  

While defendants' arguments concerning deference are

correct, the dispute in this case has not focused on the language

of a particular DoD statute. Rather, it is the FDA's term
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6 See Pls.' Reply at 13 n. 12 for relevant congressional
testimony. 26

as there has been insufficient study of the vaccine, its license

does not incorporate inhalation anthrax.  They rely on a 1985

panel that found that the license for anthrax was not broad

enough to include inhalation anthrax.  The panel findings were

based partially on the Brachman Study, which noted that there

were too few cases of inhalation anthrax to determine the

efficacy of the vaccine.  See Brachman and Friedlander, Vaccines

736 (eds. Plotkin and Mortimer)(1999).  The Brachman Study

observed that there have been "no controlled clinical trials in

humans of the efficacy of the currently licensed U.S. vaccine." 

Id.6   Plaintiffs correctly note that there have been no

subsequent human studies on the efficacy of the vaccine against

inhalation anthrax since that time.  In addition, plaintiffs

submit that defendants' own documents support their position that

a vaccine is investigational if it is used in a manner, or for a

purpose, identical to that set forth in the IND application.  In

this regard, plaintiffs cite a number of documents, including the

October 5, 1995, letter by the U.S. Army Medical Research and

Material Command, the November 13, 1995, memorandum from the

Department of the Army's Joint Program Office for Biological

Defense, and information provided by the Army at the July 2,

1996, FDA-sponsored meeting, chronicling the government's
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statements that the AVA lacked licensure for protection against

inhalation anthrax.   

Plaintiffs conclude that, because there is insufficient

scientific evidence demonstrating that the anthrax vaccine

protects against anthrax inhalation exposure, the government's

claims violate fundamental precepts of drug law.  Specifically,

plaintiffs submit that the government claim violates 21 C.F.R. §

201.56(c), detailing general requirements on content and format

of labeling for prescription drugs, which provides:

The labeling shall be based whenever possible on data
derived from human experience.  No implied claims or
suggestions of drug use may be made if there is
inadequate evidence of safety or a lack of substantial
evidence of effectiveness.  Conclusions based on animal
data but necessary for safe and effective use of the drug
in humans shall be identified as such and included with
human data in the appropriate section of the labeling,
headings for which are listed in paragraph (d) of this 
section.

Moreover, plaintiffs contend that 21 C.F.R. § 201.57 (c)(2)

is violated.  That section provides that "All indications shall

be supported by substantial evidence of effectiveness based on

adequate and well-controlled studies."  Id.  Plaintiffs assert

that the government cannot identify "substantial evidence of

effectiveness based on adequate and well-controlled studies" for

the anthrax vaccine with respect to protection against inhalation

anthrax. 

While the issues presented to the Court are complex, and the
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evidence somewhat contradictory, the Court is ultimately

persuaded that plaintiffs enjoy a substantial likelihood of

success on the merits for the following reasons.  The FDA, the

only agency that this Court could properly defer to in

determining AVA's status as an investigational drug, has failed

to provide a formal opinion as to AVA's investigational status. 

Having made that determination, the Court is required to make its

own inquiry and determination regarding AVA's investigational

status.  The Court looked at the labeling requirement, 21 C.F.R.

§ 201.56, which mandates that "[n]o implied claims or suggestions

of drug use may be made if there is inadequate evidence of safety

or a lack of substantial evidence of effectiveness."  In the case

of AVA, the 1985 panel found insufficient data to license the

drug for use against inhalation anthrax.  To date, no additional

studies have been performed and AVA's label does not specify use

of the vaccine for this purpose.  Moreover, the Court is

persuaded that the 1996 IND application remains pending today. 

The introduction to the application expressly states that one

objective of the application is to obtain a specific indication

for use of AVA against inhalation anthrax.  While the government

states that the inhalation anthrax aspect of the IND is no longer

active, the documents submitted to this Court under seal suggest

otherwise.7  Finally, statements made by DoD officials suggest
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that the agency itself has, at some point at least, considered

AVA experimental with respect to inhalation anthrax.  Given all

these factors, the Court would be remiss to conclude that the

original license included inhalation anthrax.  Having reached

that conclusion, the DoD's administration of the inoculation

without consent of those vaccinated amounts to arbitrary action.

III. The Public Interest

Plaintiffs maintain that Executive Order 13139, Department

of Defense Directive 6200.2, and especially 10 U.S.C. § 1107,

were enacted to protect soldiers from involuntarily serving as

"guinea pigs" in a mass use of investigational medicine.  Pls.'

Mot. at 23.  In their view, defendants' disregard of the

violations has already caused half a million members of the armed

forces to be experimental subjects without their consent. 

Defendants base their public policy argument on the idea

that requiring compliance with informed consent would render it

infeasible to continue the AVIP for current military operations

in Iraq or in conjunction with the war on terrorism.  

Essentially, defendants argue that the harm to the public

interest would include disrupting the smooth functioning of the

military, hampering military readiness, and reducing the

military's ability to protect its service members.  Should those

individuals who have refused anthrax vaccinations be injured by
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anthrax, their injuries or deaths would have a detrimental effect

on the military and its operation at large.  Defs.' Opp'n at 37. 

Plaintiffs counter by observing that if the risks of anthrax

injuries were so manifestly present, the State Department, as

well as the coalition forces of Britain and Australia, would have

taken similar steps to protect their employees.  Plaintiffs

refute the government's argument concerning the cumbersome

administrative results that could ensue from the granting of a

preliminary injunction by stating that the DoD was able to comply

with similar administrative proceedings in only three weeks

between adoption of the predecessor of 10 U.S.C. § 1107 and the

start of the Gulf War in 1991.  Plaintiffs conclude by remarking

that "if the danger articulated by the government is so

clear...there should be little difficulty in convincing the

President...to sign off on the required paperwork to make the

AVIP mandatory...which is all plaintiffs can ask."  Pls.' Reply

at 24.

The Court is persuaded that the right to bodily integrity

and the importance of complying with legal requirements, even in

the face of requirements that may potentially be inconvenient or

burdensome, are among the highest public policy concerns one

could articulate.  Moreover, the Court is not convinced that

requiring the DoD to obtain informed consent will interfere with

the smooth functioning of the military.  However, if obtaining
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informed consent were to significantly interfere with military

function, defendants are free to seek a presidential waiver.  If

the Executive branch determines that this is truly an exigent

situation, then obtaining a presidential waiver would be an

expeditious end to this controversy.

IV. Irreparable Harm

Plaintiffs argue that their injuries from non-consensual

inoculations would be irreparable.  They note that the informed

consent documents provided to civilians as a result of the

anthrax laden letters in the Fall of 2001 identify side effects

such as Guillain-Barre Syndrome, multiple sclerosis, angiodema,

aseptic meningitis, severe injection site inflammation, diabetes,

and systemic lupus erythmatosis.  In addition, the pregnancy risk

assessment has, as noted above, been recently upgraded.  Pls.'

Mot. at 15.  It is impossible to tell with any certainty what the

long-term effects of the vaccination will be.  Regardless,

plaintiffs submit that no monetary award can adequately

compensate individuals whose right to informed consent has been

violated.

Defendants' position is that harm in the form of potential

side effects is "hypothetical or, at best, unlikely to occur." 

Defs.' Opp'n at 40.  Defendants refer to a de minimis risk of

serious adverse reactions and report 105 serious adverse
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ORDERED that the Defendants’ Motion for Summary Judgment is

DENIED.

Signed: Emmet G. Sullivan
United States District Judge
October 27, 2004
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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

  
   )

JOHN DOE #1, et al,    )
        )                   

                    Plaintiffs,  )
                                 )
              v.                 ) Civil Action No. 03-707 (EGS)  
                                 )
DONALD H. RUMSFELD, et al    )             

   )
                    Defendants.  )

)

MEMORANDUM OPINION

I. Introduction

Six plaintiffs, known as John and Jane Doe #1 through #6,

bring this action to challenge the lawfulness of the government’s

Anthrax Vaccination Immunization Program (“AVIP”).  Specifically,

plaintiffs, who are members of the active duty or National

Guardsmen components of the Armed Forces and civilian contract

employees of the Department of Defense ("DoD") who have submitted

or have been instructed to submit to anthrax vaccinations without

their consent pursuant to AVIP, have filed a Motion for Summary

Judgment challenging the Food & Drug Administration’s (“FDA”)

determination that anthrax vaccine adsorbed (“AVA”) is licensed

for the purposes of combating inhalation anthrax (also known as

aerosolized or weaponized anthrax).  Defendants, the Secretary of

Defense (Donald Rumsfeld), the Secretary of Health and Human

Services (Tommy Thompson), and the Commissioner of the Food and
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 For manufacturing-related reasons, the vaccine program was1
reduced and later suspended beginning in July 2000.  DoD formally
resumed the program in June 2002.  

2

Drug Administration (Mark McClellan) have filed a Cross Motion

for Summary Judgment asking this Court to declare that FDA’s

Final Rule and Order determining that AVA is licensed for anthrax

regardless of the route of exposure is not arbitrary and

capricious.

In 1997, the Department of Defense (“DoD”) instituted AVIP

and began inoculating service members with AVA to prevent the

harmful effects caused by exposure to anthrax.   Compl. ¶ 33.1

Anthrax is an acute bacterial disease caused by infection with

spores of Bacillus anthracis, which can enter the body in three

ways: by skin contact (cutaneous), by ingestion

(gastrointestinal), and by breathing (inhalation).  See 50 Fed.

Reg. at 51,058.   

The AVIP is a multi-service vaccination program for active

duty, Reserve and National Guard service members.  Compl. ¶ 33. 

Under AVIP, military personnel are ordered to submit to a series

of AVA inoculations over the course of eighteen months, followed

by an annual booster vaccine.  Compl. ¶ 47.  If military

personnel refuse to submit to the AVA inoculations, plaintiffs

claim that they will be subject to military disciplinary actions,

including court-martial convictions, forfeitures of pay,

incarceration and other sanctions.  Compl. ¶ 35.  Civilian
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plaintiffs who refuse to comply with AVIP are subject to

dismissal as DoD employees or defense contractors.  Id.  

II. Statutory & Regulatory Framework

A. The Public Health Service Act & The Food, Drug, and
Cosmetic Act

The Public Health Service Act (“PHSA”), 42 U.S.C. §§ 201 et

seq., and the Federal Food, Drug, and Cosmetic Act (“FDCA”), 21

U.S.C. §§ 301, et seq., govern the regulation of biological

products in the United States.  The FDCA charges FDA with

approving drugs, including vaccines, that are safe, effective,

and not misbranded.  21 U.S.C. § 355(d).  The PHSA grants FDA

authority to issue licenses for products that are “safe, pure,

and potent.”  42 U.S.C. § 262(a)(2)(C)(i)(I). 

Prior to 1972, the National Institute of Health (“NIH”) was

charged with implementing the PHSA’s licensing requirement.  In

1972, this authority was transferred to FDA.  See Statement of

Organization, Functions, and Delegations of Authority, 37 Fed.

Reg. 12,865 (June 19, 1972).  Upon the transfer of

responsibility, FDA promulgated regulations establishing

procedures for reviewing the safety, effectiveness, and labeling

of all biological products previously licensed by the NIH.  See

Procedures for Review of Safety, Effectiveness and Labeling, 37

Fed. Reg. at 16,679.  These regulations are codified in 21 C.F.R.
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§ 601.25.

B. 21 C.F.R. § 601.25

21 C.F.R. § 601.25 established a two-stage process for

reviewing biological products licensed prior to July 1, 1972.  It

directs FDA’s Commissioner (“Commissioner”) to appoint an

advisory panel (1) to evaluate the safety and effectiveness of

the previously licensed product, (2) to review the labeling of

the product, and (3) to advise the Commissioner “on which of the

biological products under review are safe, effective, and not

misbranded.”  See 21 C.F.R. § 601.25(a).  

Each panel must submit a report.  See § 601.25(e).  The

report must contain a “statement . . . designat[ing] those

biological products determined by the panel to be safe and

effective and not misbranded” and this statement “may include any

conditions relating to active components, labeling, tests

required prior to release of lots, product standard, or other

conditions necessary or appropriate for their safety and

effectiveness.”  § 601.25(e)(1).  

After reviewing the recommendation, the Commissioner must

publish the panel report and a proposed order.  See 21 C.F.R. §

601.25(f).  After reviewing comments on the proposed order, the

Commissioner “shall publish . . . a final order on the matters

covered” therein, which shall “constitute final agency action
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from which appeal lies to the courts.”  See §§ 601.25(g),

601.25(i).

C. Expert Panel Review

In 1973, FDA announced the Section 601.25 safety and

effectiveness review of several “bacterial vaccine[s]” previously

licensed under PHSA, including AVA, and solicited relevant data

and information from manufacturers in order to determine whether

the drugs were “safe, effective, and not misbranded.”  See

Safety, Effectiveness and Labeling Review; Request for Data

Information, 38 Fed. Reg. 5,358 (Feb. 28, 1973).  

A scientific Advisory Panel was convened, and in 1980, after

considering the relevant data and information, the Panel

submitted its report.  See A.R. 1-600.  The Panel observed that

AVA “appears to offer significant protection against cutaneous

anthrax.” The Panel noted that “there is sufficient evidence to

conclude that anthrax vaccine is safe and effective under the

limited circumstances for which [it] is employed.”  See A.R. at

338, 342.  Therefore, the Report recommended that AVA “be placed

in Category I” (safe, effective, and not misbranded) and that the

appropriate licenses be continued because there is substantial

evidence of safety and effectiveness for this product.” Id. at

342.  In the Panel’s review of “recommended use,” it found that

“this product is intended solely for immunization of high-risk of
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exposure industrial populations such as individuals who contact

imported animal hides, furs, bone meal, wool, hair (especially

goathair) and bristles” along with “laboratory investigators

handling the organism.”  Id. at 340.   

In arriving at this decision, the Panel considered two sets

of data: (1) a human field trial conducted by Drs. Brachman,

Glod, Plotkin, Fekety, Werrin, and Ingraham in the 1950's

(“Brachman study”), A.R. 3732-45, and (2) surveillance data

collected and summarized by the Center for Disease Control

(“CDC”).  See A.R. at 337-38.

The Brachman study involved 1,249 workers in four textile

mills that processed imported goat hair.  See A.R. 3732-33.  A

portion of the workers received the anthrax vaccine, a portion

received a placebo vaccine, and a portion received no treatment.

See A.R. 3737 (Table 2), A.R. 3736 (Table 4); 50 Fed. Reg. at

51,058 (Panel).  During the evaluation period, which included an

“outbreak” of inhalation anthrax, twenty-six cases of anthrax

occurred.  See A.R. 3733.   The results can best be summarized as

follows:

Total Cases (26) Anthrax Vaccine Placebo No vaccine

Inhalation 5 0 2 3

Cutaneous
21

3 (2 incomplete
vaccine)

15 (2 incomplete
vaccine)

3

A.R. 3733-36.  The Brachman study calculated the effectiveness of

the anthrax vaccine at 92.5 percent.  See A.R. 3737.  The authors
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of the study based their calculations on a comparison between the

placebo and the anthrax vaccine group regardless of the route of

exposure.  

While relying on the Brachman study for its recommendation

of effectiveness, the Panel stated that the study demonstrates

“93 percent . . . protection” against only cutaneous anthrax and

that “[i]nhalation anthrax occurred too infrequently to assess

the protective effect of vaccine against this form of the

disease.”  50 Fed. Reg. at 51,058 (Panel).  

The Panel also considered surveillance data collected by the

CDC “on the occurrence of anthrax in at-risk industrial

settings.”  50 Fed. Reg. at 51,058 (Panel).  While twenty-seven

cases were observed, no cases occurred in persons who were fully

vaccinated.  Id.

D. FDA’s Proposed Rule and Order

In 1985, citing Section 601.25's procedural requirements,

FDA published notice of a Proposed Rule to reclassify bacterial

vaccines and toxoids covered by the Panel Report.  See Bio.

Prods; Bacterial Vaccines & Toxoids; Implementation of Efficacy

Review; Proposed Rule, 50 Fed. Reg. 51,002 (Dec. 13, 1985)

(“Proposed Rule”).   The Proposed Rule adopted the Panel Report2

JMuhammad_BCNR-070



8

verbatim with respect to AVA, including the Panel’s

recommendation to classify AVA as Category I and the Panel’s note

that “[i]mmunization with this vaccine is indicated only for

certain occupational groups with risk of uncontrollable or

unavoidable exposure to the organism.”  See 50 Fed. Reg. at

51,058.  The Proposed Rule found that “the benefit-to-risk

assessment is satisfactory” for this “limited high-risk

population.”  50 Fed. Reg. at 51,059. 

The Proposed Rule required comments “on the proposed

classification of products into Category I ... be submitted by

March 13, 1986.”  50 Fed. Reg. at 51,002.  Four total comments

were received, none of them specifically addressing the proposal

to reclassify AVA. See 69 Fed. Reg. 255, 256-259 (“Final Rule and

Order”).  FDA took no further action until December 30, 2003–-

eighteen years after the Proposed Rule, but only eight days after

this Court’s Order enjoining DoD’s AVIP.    

E. The Law Regarding Unapproved Drugs and Military Personnel

In 1998, in response to concerns about the use of

investigational new drugs during the 1991 Gulf War that may have

led to unexplained illnesses among veterans, Congress enacted 10

U.S.C. § 1107.  This provision prohibits the administration of

investigational new drugs, or drugs unapproved for their intended

use, to service members without their informed consent.  The
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consent requirement may be waived only by the President.  In

1999, the President signed Executive Order 13,139, pursuant to

which DoD must obtain informed consent from each individual

member of the armed forces before administering investigational

drugs and under which waivers of informed consent are granted

only “when absolutely necessary.”  Exec. Order No. 13,139, 64

Fed. Reg. 54,175 (Sept. 30, 1999).  In August 2000, DoD formally

adopted these requirements in DoD Directive 6200.2. 

F. Citizen Petition

On October 12, 2001, a group of individuals filed a citizen

petition requesting that FDA declare that AVA is ineffective for

use against inhalation anthrax and issue a final order

classifying AVA as a Category II product.  See A.R. 1313-75.  The

petitioners argued that the Panel had erred in concluding that

the Brachman study qualified as a well-controlled field trial for

purposes of 21 C.F.R. § 601.25(d)(2).  See A.R. 1316-17 & n.6.   

In its August 28, 2002 response, FDA explained that it was

“working to complete this rulemaking as soon as possible,” and

that given “the pendency of this rulemaking,” it could not

“evaluate the adequacy of the Panel recommendation.”   A.R. 1378.3
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G. The Preliminary Injunction

In March 2003, plaintiffs filed suit in this Court, alleging

that the AVIP violates federal law because AVA had never been

approved as a safe and effective drug for protection against

inhalation anthrax.  Plaintiffs asked this Court to enjoin DoD

from inoculating them without their informed consent.

On December 22, 2003, this Court issued a Preliminary

Injunction enjoining inoculations under the AVIP in the absence

of informed consent or a Presidential waiver.  Because the record

was devoid of an FDA final decision on the investigational status

of AVA, the Court was persuaded that AVA was an investigational

drug being used for an unapproved purpose in violation of 10

U.S.C. § 1107, Executive Order 13,139, and DoD Directive 6200.2. 

See Doe v. Rumsfeld, 297 F. Supp. 2d 119, 135 (D.D.C. 2003).

H. Final Rule and Order

Eight days after this Court’s Preliminary Injunction and

eighteen years after FDA proposed to reclassify AVA, the agency

announced a Final Rule and Order classifying AVA as a Category I

drug.  See Bio. Prods; Bacterial Vaccines & Toxoids;

Implementation of Efficacy Review; 69 Fed. Reg. 255, 265-66 (Jan.

5, 2004)(“Final Rule and Order”).  The Final Rule and Order

stated that AVA was safe and effective “independent of the route

of exposure.”  See id. at 257-59.  At the same time, FDA issued a
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press release noting that a 

recent ruling by a United States District Court for the
District of Columbia gave the opinion that the anthrax
vaccine should be classified as ‘investigational’ with
regard to protecting against inhalation anthrax.  Today’s
final rule and order make clear that FDA does not regard
the approved anthrax vaccine as ‘investigational’ for
protection against inhalation anthrax.  FDA’s final
determination of the safety and effectiveness of the
anthrax vaccine, independent of route of exposure, as
well as its conclusions regarding the Expert Panel’s
report, being announced today in the final order are
relevant and should be considered in any further
litigation in this matter.

See http://www.fda.gov/bbs/topics/NEWS/2003/NEW01001.html.

The Final Rule and Order relied on several sources of data

to support its finding of safety and efficacy, including the

Brachman Study, the CDC surveillance data, the results of a

“small randomized clinical study of the safety and immunogenicity

of AVA” conducted by the DoD, “post licensure adverse event

surveillance data available from the Vaccine Adverse Event

Reporting System (VAERS),” and an independent examination by the

Institute of Medicine (“IOM”).  See Final Rule and Order at 260.

In its discussion, FDA explained, for the first time,

certain “points of disagreement with statements in the Panel

Report.” See id. at 259.  Specifically, FDA disagreed with the

Expert Panel’s interpretation of the Brachman Study.  FDA

concluded: 

because the Brachman comparison of anthrax cases between
the placebo and vaccine groups included both inhalation
and cutaneous cases, FDA has determined that the
calculated efficacy of the vaccine to prevent all types
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of anthrax disease combined was, in fact, 92.5 percent.
. . . The efficacy analysis in the Brachman study
includes all cases of anthrax disease regardless of the
route of exposure or manifestation of disease.

Id. at 259-60.

FDA did note that the five cases of inhalation anthrax were

“too few to support an independent statistical analysis.”  Id. at

260.  However, FDA explained that:

of these [five] cases, two occurred in the placebo group,
three ocurred in the observation group, and no cases
occurred in the vaccine group.  Therefore, the indication
section of the labeling for AVA does not specify the
route of exposure, and the vaccine is indicated for
active immunization against Bacillus anthracis [anthrax],
independent of the route of exposure.

Id.  

Moreover, FDA noted that the surveillance data was

“supportive of the effectiveness of AVA.”  Id. at 260.  FDA also

discussed the independent examination by IOM of AVA’s safety and

effectiveness, during which the IOM Committee “reviewed all

available data, both published and unpublished, [and] heard from

Federal agencies, the manufacturer and researchers.”  Id.  Noting

that the abstract of the IOM’s Report stated “that AVA, as

licensed, is an effective vaccine to protect humans against

anthrax including inhalation anthrax,” FDA stated it

agrees with the report’s finding that studies in human
and animal models support the conclusion that AVA is
effective against B. Anthracis strains that are dependant
upon the anthrax toxin as mechanism or virulence,
regardless of the route of exposure.

Id. at 260 & n.5.
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I. The Present Case

Following the announcement of FDA’s Final Rule and Order,

the Court granted defendants’ request to stay the Court’s earlier

Preliminary Injunction except as it applied to the six Doe

plaintiffs.   See Order dated January 7, 2004, at 1-2. 4

Plaintiffs now ask this Court to vacate FDA’s recent Final

Rule and Order and to remand the matter to FDA for proper

consideration and a determination of the licensing status of AVA. 

In addition, plaintiffs request that the Court reinstate the

injunctive relief, albeit now on a permanent basis, that was

granted in its initial ruling of December 22, 2003, because

absent a valid final rule and/or order, the Court’s conclusion

that the vaccine is improperly licensed for inhalation anthrax

remains in effect.  Alternatively, plaintiffs ask that summary

judgment not be granted to defendants and ask that they be

permitted to conduct discovery in order to ensure that the

administrative record is complete and was not improperly

influenced by DoD.  Defendants ask this Court to grant summary

judgment in their favor.
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III. Standard of Review

Pending before this Court are cross motions for summary

judgment.  Summary judgment is granted pursuant to Federal Rule

of Civil Procedure 56 only when there are no genuine issues of

material fact and the moving party is entitled to judgment as a

matter of law.  See Celotex Corp. v. Catrett, 477 U.S. 317, 322

(1986).  The Court views the evidence in the light most favorable

to the nonmoving party, according the party the benefit of all

reasonable inferences.  See Anderson v. Liberty Lobby, Inc., 477

U.S. 242, 255 (1986).  Thus, in ruling on cross motions for

summary judgment, the Court will grant summary judgment only if

one of the moving parties is entitled to judgment as a matter of

law upon material facts that are not in dispute.  See Rhoads v.

McFerran, 517 F.2d 66, 67 (2d Cir. 1975).

There are no genuine material facts that preclude judgment

in this matter.  If the FDA’s Final Rule and Order categorizing

AVA as safe and effective for protection against inhalation

anthrax was issued in accordance with the relevant law, then

DoD’s AVIP is lawful; conversely, if FDA’s Final Rule and Order

is invalid, the AVIP is unlawful absent informed consent or a

Presidential waiver.  

Under the Administrative Procedure Act, a reviewing court

may hold unlawful and set aside final agency action found to be

“arbitrary, capricious, an abuse of discretion, or otherwise not
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in accordance with the law,” or “without observance of procedure

required by law.”  5 U.S.C. § 706(2).

This Court is mindful that the standard of review for agency

action is highly deferential.  See American Public Communications

Council v. FCC, 215 F.3d 51, 61 (D.C. Cir. 2000); Bristol-Myers

Squibb Co. v. Shalala, 923 F. Supp. 212, 216 (D.D.C. 1996).

Ordinary deference may be heightened even further in cases

involving scientific or technical decisions.  See Serono Labs.,

Inc., v. Shalala, 158 F.3d 1313, 1320 (D.C. Cir. 1998) (noting

that an agency is entitled to a “high level of deference” when

its regulatory determination rests on its “evaluation [] of

scientific data within its area of expertise”).  The

“determination whether a drug is generally recognized as safe and

effective within the meaning of [the FDCA] necessarily implicates

complex chemical and pharmacological considerations.”  Weinberger

v. Bentex Pharms, Inc., 412 U.S. 645, 654 (1973).  FDA’s

“judgment as to what is required to ascertain the safety and

efficacy of drugs” thus falls “‘squarely within the ambit of

FDA’s expertise and merit[s] deference from’ the courts.” 

Bristol-Myers, 923 F. Supp. at 220 (quoting Schering Corp. v.

FDA, 51 F.3d 390, 399 (3d Cir.), cert denied, 516 U.S. 907

(1995)). 

Although FDA’s scientific expertise is due great deference, 

it is well within this Court’s scope of authority to ensure that

JMuhammad_BCNR-078



16

the agency adheres to its own procedural requirements.  See

Service v. Dulles, 354 U.S. 363 (1957) (seminal case standing for

the proposition that judicial review is available to ensure that

agencies comply with their own voluntarily-promulgated

regulations, even where Congress has given the agency “absolute

discretion” over the administrative action in question).  See

also Rodway v. United States Dept. of Agric., 514 F.2d 809, 813-

14 (D.C. Cir. 1975) (requiring the agency to comply with its own

regulations “making the procedural requirements of [the APA]

applicable” because “it is, of course, well settled that validly

issued administrative regulations have the force and effect of

law”) (citing Morton v. Ruiz, 415 U.S. 199, 235 (1974); Vitarelli

v. Seaton, 359 U.S. 535, 539-540 (1959); Service, 354 U.S. at

388).  In this case, the Court focuses not on FDA’s substantive--

and highly technical--determinations regarding the safety of AVA,

but rather on whether or not the Agency observed the relevant

“procedure required by law.”  

IV. Discussion

    A. Standing

The party asserting jurisdiction always has the burden to

prove standing.  FW/PBS Inc. v. City of Dallas, 492 U.S. 21, 23

(1990).  To have standing, a plaintiff must allege: (1) an

“actual or imminent” injury-in-fact; (2) “fairly . . .
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trace[able] to the challenged action of the defendant”; and (3)

“likely” to be “redressed by a favorable decision.”  Lujan v.

Defenders of Wildlife, 504 U.S. 555, 560-61 (1992).  At the

summary judgment stage, “the plaintiff can no longer rest on . .

. ‘mere allegations’,” but must “‘set forth’ by affidavit or

other evidence ‘specific facts’” establishing standing.  Lujan,

504 U.S. at 561 (quoting Fed. R. Civ. P. 56(e)).

The Court has recognized that in order to establish injury

plaintiffs must demonstrate that they have taken, or have been

ordered imminently to take, the anthrax vaccine.  See Doe, 297 F.

Supp. 2d at 130-31.  While defendants argue that plaintiffs have

presented no “specific facts” in support of these claims, the

Court accepts and credits the sworn affidavit of plaintiffs’

counsel.  Thus, plaintiffs have standing to challenge the FDA’s

actions.

 

B. The Status of FDA’s December 30, 2003 Issuance 

At the outset, the parties dispute whether the FDA’s

December 30, 2003 issuance, labeled a “Final Rule and Order,” was

in fact a Final Rule or a Final Order.   The Court will address5

this issue in the first instance.

The APA defines two broad, normally mutually exclusive
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categories of agency action - rules and orders.  See Bowen v.

Georgetown Univ. Hosp., 488 U.S. 204, 216 (1988)(Scalia, J.,

concurring) (distinction between rules and orders is “the entire

dichotomy upon which the most significant portions of the APA are

based”).  The APA defines a “rule” as:

the whole or a part of an agency statement of general or
partial applicability and future effect designed to
implement, interpret, or prescribe law or policy or
describing the organization, procedure, or practice
requirements of an agency and includes the approval or
prescription for the future of rates, wages, corporate or
financial structures or reorganization thereof, prices,
facilities, appliances, services, or allowance therefor
or of valuation, costs, or accounting, or practices
bearing on any of the foregoing.

5 U.S.C. § 551(4).  “[R]ule making,” which can be formal or

informal, is the “agency process for formulating, amending, or

repealing a rule.”  Id. at § 551(5).  

When promulgating a substantive rule, an agency must comply

with the notice-and-comment requirements of 5 U.S.C. § 553.  See

5 U.S.C. § 553(b).  Notice and comment requires that an agency

provide notice of a proposed rulemaking, and that notice must

include “either the terms or substance of the proposed rule or a

description of the subjects and issues involved.”  5 U.S.C. §

553(b).  Once a proposed rule is issued, the agency must “give

interested persons an opportunity to participate in the

rulemaking through submissions of written data, views, or

arguments.”  5 U.S.C. § 553(c).  

The APA defines an “order” as:
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the whole or a part of a final disposition, whether
affirmative, negative, injunctive, or declaratory in
form, of an agency in a matter other then rule making but
including licensing.

Id. at § 551(6).  “Adjudication,” which can also be formal or

informal, is the “agency process for the formulation of an

order.”  Id. at § 551(7). 

Plaintiffs claim that in conducting its review of AVA, FDA

acted in a manner consistent with the exercise of rulemaking and

that it was not until the present litigation that defendants

sought to recast the AVA certification process.   Plaintiffs6

allege that FDA’s rulemaking denied affected parties the

opportunity to effectively participate in the process, and that

the Final Rule should be invalidated and remanded to the agency. 

Defendants argue that a decision by FDA to place a

biological product in Category I, thereby confirming its license,

falls squarely within the definition of an “order” for purposes

of the APA.  See 5 U.S.C. § 551(6).  Defendants note that Section

601.25 itself refers to FDA’s determination as an “order.”  See

21 C.F.R. § 601.25(f).  Defendants observe that FDA’s process for

licensing biological products is not itself subject to rulemaking

requirements.  See, e.g., 42 U.S.C. § 262(a)(2)(A)(“[t]he
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Secretary shall establish, by regulation, requirements for

approval, suspension, and revocation of biologics licenses”); 21

C.F.R. §§ 601.2 - 601.9.  Thus, defendants note that were AVA a

new biological product for which the manufacturer was seeking an

initial license, FDA would not be required by the APA’s

rulemaking provision to publish its licensing decision for notice

and comment. 

Moreover, defendants allege that FDA’s decision placing AVA

in Category I bears none of the hallmarks of a “rule.”  It does

not “implement, interpret, or prescribe law or policy.”  5 U.S.C.

§ 551(4).  Instead, defendants claim, the decision merely applies

already-existing legal standards to specific facts - the hallmark

of adjudication.  Defendants note that the decision has no

“future effect” (5 U.S.C. § 551(4)); it merely determines the

“past and present rights and liabilities” of AVA’s manufacturer

with respect to an already-issued license.  See Bowen, 488 U.S.

at 219 (Scalia, J., concurring); see also Goodman v. FCC, 182

F.3d 987, 994 (D.C. Cir. 1999).  Defendants submit that

consistent with Section 601.25(g), FDA referred to its licensing

decision as a “Final Order” in several places.  See Final Rule

and Order at 257.

Plaintiffs claim that FDA has considered determinations like

the one issued regarding AVA as rulemaking subject to judicial

review.  In Contact Lens Manufacturers Ass’n v. FDA, a commercial
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association sued FDA over its decision to classify contact lenses

according to the product’s safety and effectiveness.  766 F.2d

592, 594 (D.C. Cir. 1985).  In describing the safety and

effectiveness of the lenses, FDA utilized a three class

categorization system.  Contact lens manufacturers whose products

had been placed in Class III lobbied to reverse FDA’s proposal to

stop a transfer of a category of lenses from Class III to Class

I.  Plaintiffs claim that the determination made by FDA with

regard to the products’ status are virtually identical to the

determination at issue here.  Nevertheless, FDA provided

extensive comment periods, and even a public hearing.  Id. at

596-7.

In Cutler v. Hayes, FDA engaged in a comprehensive review of

the safety and effectiveness of all over-the-counter drugs.  818

F.2d 879 (D.C. Cir. 1987).  In doing so, FDA used a process,

again, virtually identical to the one at issue here.  To start,

advisory review panels of experts were appointed to analyze

existing test data and make recommendations in the form of

monographs.  Id. at 884.  FDA reviewed the monographs, published

them in the Federal Register, opened the period for public

comment, and made a final recommendation, which was also open for

public comment.  Id.  FDA then promulgated a determination

classifying the drug as either Category I (safe and effective),

Category II (not generally recognized as safe and effective), or
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Category III (data is insufficient to classify as I or II).  In

making its determination, FDA invited public comment twice.

Defendants acknowledge that FDA did provide interested

parties an opportunity to comment on its Proposed Order

categorizing AVA as a Category I product.  Defendants argue that

while agencies have discretion to employ “extra procedural

devices,” the court may not second guess the agency’s decision

not to do so.  See Vermont Yankee Nuclear Power Corp. v. Natural

Resources Defense Council, Inc. 435 U.S. 519, 545 (1978).   

The D.C. Circuit has explained that when determining whether

agency action is rulemaking or adjudicating:

the focus is not on whether the particular proceeding
involved trial-type devices but instead turns on the
nature of the decision to be reached in the proceeding.
Rulemaking is prospective in scope and nonaccusatory in
form, directed to the implementation of general policy
concerns into legal standards.  Adjudication, on the
other hand, is “individual in impact and condemnatory in
purpose,” directed to the determination of the legal
status of a particular person or practices through the
application of preexisting legal standards.

FTC v. Brigadier Industries Corp., 613 F.2d 1110, 1117 (D.C. Cir.

1979).  

It appears to the Court that the agency held AVA up to a

pre-determined standard and made a judgment as to whether to

classify AVA as safe and effective or otherwise.  This suggests

to this Court that FDA has issued an order.  However, Section

601.25(g) and (i) instruct the agency to take comments for 90

days.  While orders typically fall outside the confines of APA
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rulemaking, see 5 U.S.C. § 553, here, the Court is confronted

with a situation where the agency decided that notice and comment

regarding the proposed order was the correct course of action.

This procedure is not without precedent.   7

In Contact Lens Manufacturers, the FDA reviewed products for

safety and efficacy, provided opportunity for public input

through the notice-and-comment process and public hearings, and

published an Order as is evidenced by the D.C. Circuit’s labeling

of its review as a “Petition for Review of an Order of the Food

and Drug Administration.”  766 F.2d at 593 (emphasis added). 

Cutler also provided an opportunity for the public to submit

comments following the publication of a proposed order.  See 818

F.2d at 884.  Thus, the Court is persuaded that the December 30,

2003 issuance was an order. While orders do not ordinarily

require notice and comment, the plain meaning of Section 601.25

of FDA’s regulations requires notice and comment on the

classification of the biologics in question: 
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(4) The full report or reports of the panel to the
Commissioner of Food and Drug.   The summary minutes of
the panel meeting or meetings shall be made available to
interested persons upon request.  Any interested person
may within 90 days after publication of the proposed
order in the Federal Register, file with the Hearing
Clerk of the Food and Drug Administration written
comments in quintuplicate. . . . 
(g) Final order.  After reviewing the comments, the
Commissioner of Food and Drugs shall publish in the
Federal Register a final order on the matters covered in
the proposed order.

21 C.F.R. § 601.25(f)(4) & (g).  This requirement is also

reflected in FDA’s Final Rule and Order:

In accordance with § 601.25, after reviewing the
conclusions and recommendations of the review panel, FDA
would publish in the Federal Register a proposed order .
. . After reviewing public comments, FDA would publish a
final order on the matters covered in the proposed order.

69 Fed. Reg. 255.  

Notice and comment gives interested parties an opportunity

to participate through the submission of data, views and

arguments.   See Vermont Yankee Nuclear Power Corp. v. Natural8

Resources Defense Council, Inc., 435 U.S. 519 (1978).  Notice

and comment also ensures fairness to all parties and provides a

well-developed record - something this case is severely lacking. 

See Sprint Corp v. FCC, 315 F.3d 369 (D.C. Cir. 2003); see also

Tr. 5/25/04 at 2 (by the Court “Let me just say at the outset

JMuhammad_BCNR-087



25

that the administrative record in this case is one of the most

confusing, jumbled records this Court has ever seen.  Indeed,

the only thing that is clear is that confusion abounds.”).

Although defendants are correct that the courts may not

compel an agency to employ “extra procedural devices,” this

Court shall compel an agency to follow the procedures set forth

in its own regulations.  In this case, FDA’s regulations require

it to: (1) publish a proposed order in the Federal Register

after considering the expert panel’s recommendations; (2)

provide 90 days for interested persons to file written comments

on the proposal; and (3) publish a final order on the matters

covered in the proposed order.  See 21 C.F.R. § 601.25 (f)(4) &

(g).  Thus, this Court will concentrate its review on the

sufficiency of FDA’s compliance with these procedures.  To guide

its analysis, the Court will look to the substantial body of

existing case law that gives meaning to what is meant by “notice

and comment” under the APA.  

C. Procedural Challenges to FDA’s Final Rule and Order 

1. Studies Outside the Comment Period

The public was invited to submit comments on the Proposed

Order for 90 days, from December 13, 1985, until the period

closed on March 13, 1986.  However, eighteen years later when

the Final Rule and Order was published, FDA relied on studies
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and data that were not in existence at the conclusion of the

comment period.  Plaintiffs argue that the D.C. Circuit has

frowned on this practice, noting that “[a]n agency commits

serious procedural error when it fails to reveal portions of the

technical basis for a proposed rule in time to allow for

meaningful commentary.”  Conn. Light & Power Co. v. Nuclear

Regulatory Comm’n, 673 F.2d 525, 530-31 (D.C. Cir. 1982).  It is

clear that when an agency relies on studies or data after the

comment period has ended, no meaningful commentary on such data

is possible.  See American Iron & Steel Inst. v. OSHA, 939 F.2d

975, 1009-10 (D.C. Cir. 1991); Small Refiner Lead Phase-Down

Task Force v. EPA, 705 F.2d 506, 540-41 (D.C. Cir. 1983); Sierra

Club v. Costle, 657 F.2d 298, 398 (D.C. Cir. 1981).

In American Iron & Steel, OSHA relied on a professional

industry analysis that was completed after the comment period

had ended in evaluating the economic feasibility of certain

workplace exposure levels.  The D.C. Circuit held that “reliance

on the [post-comment period data] without providing an

opportunity for comment was improper,” and the court vacated the

portion of the regulation that relied on the late data.  See 939

F.2d at 1010.

Here, plaintiffs argue that FDA relied on at least four

extensive studies that commenced and concluded after the comment

period ended.  See 69 Fed. Reg. at 265-66.  For example, FDA
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cites and relies on a report on the anthrax vaccine issued by

the Institute of Medicine (“IOM”) in 2002 - sixteen years after

the comment period ended.  Id. at 259-60.  In issuing its

report, the IOM evaluated “all available data, both published

and unpublished” on the anthrax vaccine, specifically focusing

on three studies from 1996, 1998, and 2001.  Id. at 260 & n.5.  

Moreover, plaintiffs note that of the 4,209 pages in the

administrative record, approximately 2,653 (63%) post-date 1986.

Plaintiffs allege that persons who submitted comments in late

1985 and early 1986 were deprived of the opportunity to comment

on these studies.  Plaintiffs argue that this procedural flaw is

so fundamental as to require the invalidation of FDA’s Final

Rule and Order.

2.  Deviations From The Proposed Rule

While “a final rule need not be identical to the original

proposed rule,” when the final rule “deviates too sharply from

the proposal, affected parties will be deprived of notice and an

opportunity to respond to the proposal.”  AFL-CIO v. Donavan,

757 F.2d 330, 338 (D.C. Cir. 1985).  The test is whether the

final rule is a “logical outgrowth” of the proposed rule.  If “a

new round of notice and comment would provide the first

opportunity for interested parties to offer comments that could

persuade the agency to modify its rule,” then the final rule is
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not a “logical outgrowth.”  American Water Works Assoc. v. EPA,

40 F.3d 1266, 1274 (D.C. Cir. 1994).  See also Nat’l Mining

Assoc. v. Mine Safety & Health Admin., 116 F.3d 520, 531 (D.C.

Cir. 1997).

In Shell Oil Co. v. EPA, plaintiffs asserted that the EPA’s

Final Rule contained a definition of “hazardous waste” that was

much broader than the definition contained in the proposed rule

and, as a result, they claimed not to have notice of the

definition that was finally adopted.  950 F.2d 741, 748 (D.C.

Cir. 1991).  EPA argued that it intended to include the broader

aspects of the definition, and that interested parties should

have anticipated the substance of the final rule.  Id. at 749-

50.  In setting aside the rule and remanding it to the EPA, the

D.C. Circuit held that an agency’s “unexpressed intention cannot

convert a final rule into a ‘logical outgrowth’ that the public

should have anticipated.  Interested parties cannot be expected

to divine the EPA’s unspoken thoughts.”  Id. at 751-52.

Defendants argue that FDA’s Final Rule and Order is

identical to what it proposed in 1985 - to place AVA in Category

I.  Compare Biological Products; Bacterial Vaccines and Toxoids;

Implementation of Efficacy Review, 50 Fed. Reg. 51,002, 51,104

(Dec. 13, 1985) with Final Rule and Order at 259.  They claim

that plaintiffs’ position is based on a misunderstanding of the

Expert Panel’s recommendation.  Defendants state that when the
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Panel issued its report, AVA was indicated for persons at risk

to exposure to the anthrax bacterium and its label did not

specify a route of exposure.  See 50 Fed. Reg. at 51,059.

Moreover, defendants contend that the Panel recommended

Category I notwithstanding the Panel’s alleged erroneous belief

that the Brachman study did not assess the protective effect of

the vaccine against inhalation anthrax.   Defendants claim that

this “framed . . . for discussion” whether AVA should be placed

in Category I for use against inhalation anthrax.  See Omnipoint

Corp. v. FCC, 78 F.3d 620, 631 (D.C. Cir. 1996).  Thus,

defendants argue that FDA provided adequate “opportunities for

interested parties to offer comments that could persuade the

agency to modify its rule.”  See American Water Works, 40 F.3d

at 1274.

However, the Court finds that the public has never been

afforded an opportunity to comment on the safety and efficacy of

AVA as it pertains to inhalation anthrax.  FDA’s Proposed Order

(though called a “Proposed Rule” when published) only contained

the Panel’s assessment of AVA.  It found that the anthrax

vaccine was safe and effective in “the limited circumstances for

which this vaccine is employed.”  50 Fed. Reg. at 51,059.  At

that time, the vaccine was employed for use by “certain

occupational groups,” mainly “individuals in industrial

settings” who worked with animal furs, hides and hairs.  50 Fed.
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 Defendants’ counsel conceded as much in response to a9
question by the Court: “But it’s absolutely right, Your Honor,
that the possibility of weaponized anthrax was not in the minds
of the advisory panel and probably not in the minds of the FDA.” 
Tr. 5/25/04 at 69.  

Lending further support to the notion that the Expert Panel
did not consider mass inhalational anthrax exposure is the
Panel’s own comment: 

Anthrax vaccine poses no serious special problems other
than the fact that its efficacy against inhalation
anthrax is not well documented.  This question is not
amenable to study due to the low incidence and sporadic
occurrence of the disease.  In fact, the industrial
setting in which the studies above were conducted is
vanishing, precluding any further clinical studies.  In
any event, further studies on this vaccine would receive
low priority for available funding.

50 Fed. Reg. 51,058. 

30

Reg. at 51,058.  The vaccine’s use was intended to be for

“protection against cutaneous anthrax in fully immunized

subjects.”   50 Fed. Reg. at 51,059.  The Panel concluded that,

“no meaningful assessment of the [the vaccine’s] value against

inhalation anthrax is possible.”  Id.  It was under this premise

that the public was on notice to submit comments.  

Interested parties in 1985 could not have anticipated that

FDA would permit the vaccine to be used for inhalation anthrax

as a result of exposure through a biological attack.   In 19859

there would have been no reason to submit comments on the

vaccine’s use against other routes of exposure for the

population at large; indeed, not a single comment was received

on anthrax in response to the Proposed Rule.

Now, for the first time, eighteen years later, FDA’s Final
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Rule and Order asserts that FDA “does not agree with the Panel

report,” and believes that “the vaccine is indicated for active

immunization against [anthrax], independent of the route of

exposure,” and that the vaccine will “protect humans against . .

. inhalation anthrax.”  69 Fed. Reg. at 259-60. 

 The Court finds that this significant post-comment

expansion of the scope of FDA’s inquiry deprived the public of a

meaningful opportunity to submit comments and participate in the

administrative process mandated by law.  Because “a new round of

notice and comment would provide the first opportunity for

interested parties to offer comments that could persuade” the

FDA to change its position with regard to the use of AVA against

inhalation anthrax, the Agency’s Final Rule and Order is by no

means a “logical outgrowth” of the 1985 Proposed Rule.  See

American Water Works, 40 F.3d at 1274.  This failure to provide

for a meaningful opportunity to comment, as required by FDA’s

own regulations, violates the APA.  See 5 U.S.C. § 706(2).

While vacatur is the normal remedy for an APA violation, a

plaintiff must “show prejudice from an agency’s procedural

violation.”  City of Waukesha v. EPA, 320 F.3d 228, 246 (D.C.

Cir. 2003).  For a plaintiff to establish prejudice on the basis

of a “logical outgrowth” argument, a plaintiff generally must

show (1) that, “had proper notice been provided, they would have

submitted additional, different comments that could have
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invalidated the rationale for the revised rule;” or (2) that

“the agency has entirely failed to comply with the notice-and-

comment requirements, and the agency has offered no persuasive

evidence that possible objections to its final rules have been

given sufficient consideration.”  Id.  

Defendants argue that plaintiffs cannot make the first

showing because FDA did consider and reject arguments against

the rationale for its effectiveness determination in the course

of responding to the citizen petition.  See, e.g., A.R. 1376-85. 

In its Final Rule and Order, FDA expressly referred to the

citizen petition and its response.  See FDA Rule and Order at

259 n.2.  Further, defendants claim that FDA’s citizen petition

response provides “persuasive evidence” that it considered fully

“possible objections” to the Order.  See City of Waukesha, 320

F.3d at 246.

However, the Court is not persuaded.  While some

individuals may have submitted comments as part of a citizen

petition, it is clear to this Court that if the status of the

anthrax vaccine were open for public comment today, the agency

would receive a deluge of comments and analysis that might

inform an open-minded agency.  Airborne exposure to anthrax was

not an indication under the licensing contemplated by the 1985

Proposed Rule and a new notice-and-comment period would be the

first opportunity that interested parties would have to
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 Because the Court is granting plaintiffs’ Motion for10
Summary Judgment, this Memorandum Opinion does not address
plaintiffs’ alternative argument for discovery or defendants’
Motion for Summary Judgment.  Moreover, since the Court’s holding
is based on procedural grounds, the Court does not reach
plaintiffs’ numerous substantive challenges to FDA’s Final Rule
and Order. 
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challenge the vaccine’s efficacy against such exposure.

Thus, the Final Rule and Order shall be vacated and

remanded to the agency for reconsideration following an

appropriate notice-and-comment period in accordance with the

APA, the Agency’s own regulations, and this Memorandum Opinion

and Order.10

V. Scope of Injunction

Having vacated and remanded FDA’s Final Rule and Order, the

posture of this case reverts back to where it was on December

22, 2003, when this Court granted plaintiffs’ Motion for a

Preliminary Injunction.  Thus, for all the reasons stated in

this Court’s December 22, 2003 opinion, including Congress’s

prohibition on forced inoculations with “investigational” drugs,

see 10 U.S.C. § 1107, the Court shall now issue a permanent

injunction.  Unless and until FDA follows the correct procedures

to certify AVA as a safe and effective drug for its intended

use, defendant DoD may no longer subject military personnel to

involuntary anthrax vaccinations absent informed consent or a

Presidential waiver.  
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 The parties briefed this issue in early 2004 which11
culminated in a Motions Hearing on March 15, 2004.  At that time,
the Court expressed its concern that a finding on this issue
would have resulted in an advisory opinion.  Thus, the Court
denied the motion without prejudice.
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In the days after the Court issued its injunction, there

was much discussion concerning whether the injunction applied to

the six Doe plaintiffs or whether the injunction applied to all

persons affected by the DoD’s involuntary anthrax program. 

Because it is inevitable that this concern will be raised again,

the Court shall address it now.11

Traditionally, "[l]itigation is conducted by and on behalf

of the individual named parties only."  Califano v. Yamasaki,

442 U.S. 682, 700-01 (1979).  This general rule is based on the

fundamental principles of due process and prudential standing. 

See, e.g., Allen v. Wright, 468 U.S. 737, 751 (1984)(noting "the

general prohibition on a litigant's raising another person's

legal rights"); Singleton v. Wulff, 428 U.S. 106, 113-14 (1976)

("[C]ourts should not adjudicate [the] rights [of third persons]

unnecessarily, and it may be that in fact the holders of those

rights either do not wish to assert them, or will be able to

enjoy them regardless of whether the in-court litigant is

successful or not.").

However, the Court notes that this litigation concerns the

lawful status of the anthrax vaccine.  Having found that the

vaccine’s use without informed consent or a Presidential waiver
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is unlawful, this Court would be remiss to find that a conflict

exists between service members who think that the DoD should be

required to follow the law and those service members who think

otherwise.

The Fourth, Fifth, Ninth, and D.C. Circuits have held that

an injunction can benefit parties other than the parties to the

litigation.  See, e.g., National Mining Ass’n, et. al., v. U.S.

Army Corps of Engineers, et. al., 145 F.3d 1399 (D.C. Cir.

1998);  Bresgal v. Brock, 843 F.2d 1163 (9th Cir. 1987); Evans

v. Harnett County Bd. of Educ., 684 F.2d 304 (4th Cir. 1982);

Meyer v. Brown & Root Construction Co., 661 F.2d 369 (5th Cir.

1981).  The Supreme Court has implicitly agreed with this

proposition.  Lujan v. National Wildlife Federation, 497 U.S.

871, 913 (1990).

“There is no general requirement that an injunction affect

only the parties in the suit.  Where, as here, an injunction is

warranted by a finding of defendants’ outrageous unlawful

practices, the injunction is not prohibited merely because it

confers benefits upon individuals who were not named plaintiffs

or members of a formally certified class.”  McCargo v. Vaughn,

778 F. Supp. 1341, 1342 (E.D. Pa. 1991).  A district court has

“broad power to restrain acts which are of the same type or

class as unlawful acts which the court has found to have been

committed or whose commission in the future, unless enjoined,
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may fairly be anticipated from the defendant’s conduct in the

past.”  N.L.R.B. v. Express Publ’g Co., 312 U.S. 426, 435

(1941).  

The D.C. Circuit has found that when agency “regulations

are unlawful, the ordinary result is that the rules are vacated

– not that their application to the individual petitioner is

proscribed.”  National Mining Ass’n, 145 F.3d at 1409 (citation

omitted).  In National Mining Ass’n, the district court

invalidated a Corps of Engineers regulation and entered an

injunction prohibiting the Corps and the Environmental

Protection Agency from enforcing the regulation nationwide.  145

F.3d at 1408.  The D.C. Circuit upheld that nationwide

application, notwithstanding the fact that non-parties to the

litigation would specifically be affected.  Id. at 1409-10. 

Government-wide injunctive relief for plaintiffs and all

individuals similarly situated can be entirely appropriate and

it is “well-supported by precedent, as courts frequently enjoin

enforcement of regulations ultimately held to be invalid.”

Sanjour v. United States EPA, 7 F. Supp. 2d 14, 17 (D.D.C.

1998).  See, e.g., Harmon v. Thornburgh, 878 F.2d 484, 495 n.21

(D.C. Cir. 1989)(court decision invalidating unlawful agency

regulation applies beyond just individual petitioners); Planned

Parenthood Fed’n of Amer., Inc., v. Heckler, 712 F.2d 650 (D.C.

Cir. 1983)(affirming final injunction prohibiting enforcement of
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invalidated regulations); Dimension Fin. Corp. v. Board of

Governors of the Fed. Reserve Sys., 744 F.2d 1402 (10th Cir.

1984)(enjoining Board from enforcing or implementing invalid

regulations) aff’d, 474 U.S. 361 (1986); Service Employees Int’l

Union v. General Servs. Admin., 830 F. Supp. 5 (D.D.C.

1993)(invalidating GSA regulation and enjoining further

enforcement of the rule).

The Supreme Court has also embraced this view.  Although

written as part of a dissent, the D.C. Circuit has noted that it

expressed the views of all nine Justices.  Justice Blackmun

wrote:

The Administrative Procedure Act permits suit to be
brought by any person ‘adversely affected or aggrieved
by agency action.’  In some cases, the ‘agency action’
will consist of a rule of broad applicability; and if
the plaintiff prevails, the result is that the rule is
invalidated, not simply that the court forbids its
application to a particular individual.  Under these
circumstances, a single plaintiff, so long as he is
injured by the rule, may obtain ‘programmatic’ relief
that affects the rights of parties not before the court.
On the other hand, if a generally lawful policy is
applied in an illegal manner on a particular occasion,
one who is injured is not thereby entitled to challenge
other applications of the rule.

Lujan, 497 U.S. at 913 (Blackmum, J. dissenting)(citation

omitted).  See also id. at 890 n.2 (majority opinion)(noting

that under the APA, successful challenge by aggrieved individual

can affect the entire agency program)(as cited in National

Mining Ass’n, 145 F.3d at 1409).

However, defendants are correct in asserting that National
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 Defendants also challenge the stability of National Mining12
Ass’n in the D.C. Circuit.  Defendants note that the D.C. Circuit
has recently questioned the viability of National Mining Ass’n
for overlooking a key Supreme Court case in considering which
test to apply to determine the merits of plaintiff's facial
challenge.  See Amfac Resorts v. United States Dep't of Interior,
282 F.3d 818, 826-27 (D.C. Cir. 2002) rev'd on other grounds, 538
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Mining Ass’n did not address a mandatory rule that requires

district courts to issue nationwide injunctions as a matter of

law in all cases where agency regulations are invalidated. 

Rather, the appropriate scope is in the court's discretion.  See

145 F.3d at 1408-09 (noting the district court's "discretion in

awarding injunctive relief" and holding that when "a reviewing

court determines that agency regulations are unlawful, the

ordinary result is that the rules are vacated").  Courts retain

discretion to decline granting an injunction even where there is

a conceded violation of law.  See Weinberger v. Romero-Barcelo,

456 U.S. 305, 312-13 (1982).

Defendants attempt to distinguish National Mining Ass’n

from the present case by noting that the injunction there

prohibited the enforcement by an agency of its own broadly

applicable regulation deemed by the court to be facially

invalid.  See 145 F.3d at 1408.  Here, plaintiffs seek an

injunction that would prohibit DoD from taking action with

respect to individual members of the military.  Defendants

claims that this is much broader than the injunction in National

Mining Ass’n.  12
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U.S. 803 (2003); National Mining Ass'n v. United States Dep't of
Interior, 251 F.3d 1007, 1010 (D.C. Cir. 2001).  However, in
Amfac Resorts, the D.C. Circuit "called into question its holding
regarding the dredging regulation."  Id. at 826-27.  Thus, the
D.C. Circuit reconsideration of the standard it applied in its
analysis of a constitutional challenge to the dredging regulation
does not suggest that program-wide relief cannot be extended to
non-plaintiffs.
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Defendants note that the relief in National Mining Ass’n

was also understandable in light of the broad representation of

the plaintiffs before the court there.  That case involved a

challenge brought by several trade associations on behalf of

their members.  145 F.3d at 1401.  Defendants claim that the

trade associations represented a much broader cross-section of

affected parties than the six Doe plaintiffs.

However, it appears to this Court that the Court is faced

with precisely the circumstances described by Justice Blackmun

in his discussion of “programmatic relief.”  See also Purepac

Pharm. Co. v. Thompson, 238 F. Supp. 2d 191, 212 (D.D.C.

2002)(noting that National Mining Ass’n stands for the

“proposition that a nationwide injunction invalidating an agency

rule of broad applicability is appropriate even where a single

plaintiff has challenged the legality of the rule”).  Thus, the

injunction issued today shall apply to all persons subject to

DoD’s involuntary anthrax inoculation program and not just the

six Doe plaintiffs.

JMuhammad_BCNR-102



















   UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

  
   )

JOHN DOE #1, et al,    )
        )                   

                    Plaintiffs,  )
                                 )
              v.                 ) Civil Action No. 03-707 (EGS)  
                                 )
DONALD H. RUMSFELD, et al    )             

   )
                    Defendants.  )

)

ORDER

On October 27, 2004, this Court issued an order permanently

enjoining the military’s anthrax vaccine program.  Specifically,

the Court held, “Unless and until FDA classifies AVA as a safe

and effective drug for its intended use, an injunction shall

remain in effect prohibiting defendants’ use of AVA on the basis

that the vaccine is either a drug unapproved for its intended use

or an investigational new drug within the meaning of 10 U.S.C. §

1107.  Accordingly, the involuntary anthrax vaccine program, as

applied to all persons, is rendered illegal absent informed

consent or a Presidential waiver.”    

Defendants have now filed an Emergency Motion to Modify the

Injunction, seeking clarification that there exists a third

option - an alternative to informed consent or a Presidential

waiver - by which defendants can administer AVA to service

members even in the absence of FDA approval of the drug: that is,

pursuant to an Emergency Use Authorization (“EUA”) under the
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Project BioShield Act of 2004, 21 U.S.C.A. § 360bbb-3. 

In enacting the EUA provision, Congress appears to have

authorized the use of unapproved drugs or the unapproved use of

approved drugs based on a declaration of emergency by the

Secretary of Health and Human Services, which in turn is based on

“a determination by the Secretary of Defense that there is a

military emergency, or a significant potential for a military

emergency, involving a heightened risk to United States military

forces of attack with a specified biological, chemical,

radiological or nuclear agent or agents.”  21 U.S.C.A. § 360bbb-

3(b)(1)(B). 

Without ruling on the lawfulness or merits of any EUA, upon

consideration of the defendants’ motion, the opposition and

replies thereto, the amicus curiae brief, the arguments heard in
open court on March 21, 2005, and the draft language jointly

submitted by the parties in this case, it is hereby

ORDERED that the defendants’ Motion to Modify the Injunction

is GRANTED; it is further

ORDERED that the Court’s injunction of October 27, 2004, is

modified by the addition of the following language: “This

injunction, however, shall not preclude defendants from

administering AVA, on a voluntary basis, pursuant to the terms of

a lawful emergency use authorization (“EUA”) pursuant to section

564 of the Federal Food, Drug, and Cosmetic Act, without

prejudice to a future challenge to the validity of any such EUA. 
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The Court expressly makes no finding as to the lawfulness of any

specific EUA that has been or may be approved by the Department

of Health and Human Services.”  

 

Signed: Emmet G. Sullivan
United States District Judge
April 6, 2005
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Six plaint ffs, known as John Doe # 1 through # 4 and Jane Doe # 1 and # 2, brought this action to challenge the lawfulness of the defendants' Anthrax Vaccination
Immunization Program ("AVIP"). Currently pending before the Court is pla nt ffs' motion for attorneys' fees and costs. Upon consideration of the motion, the response
and reply thereto, the applicable law, and the ent re record, the Court determines that pla nt ffs are entitled to attorneys' fees, but that the r pending request is flawed in
several, significant aspects. Therefore, for the reasons stated here n, pla nt ffs' motion for attorneys' fees and costs is DENIED without prejudice.

BACKGROUND
This Court set forth a detailed description of the case's regulatory and procedural background in its 2004 opinion, see Doe v. Rumsfeld, 341 F. Supp. 2d 1
(/opinion/2459105/doe-v-rumsfeld/), 3-8 (D.D.C. 2004), so it need only be summarized here. Pursuant to a process established for drugs whose regulation was
transferred from the National Institutes of Health to the FDA, the FDA issued a proposed order concerning AVA n 1985. Id. at 4-6. The FDA panel, whose report was
incorporated into the proposed order, concluded that AVA was safe and effective "under the l mited circumstances for which it is employed." Id. at 4-5. The panel did
so after examining the "Brachman study," which investigated AVA's, effectiveness against cutaneous anthrax and nhalation anthrax. Id. at 5. The proposed order
recommended that AVA be placed n "Category I," which encompassed drugs that are safe, effective, and not misbranded. Id. Pursuant to its regulations, the FDA
published notice of the proposed rule and solicited comments for 90 days. Id. at 5-6. Following the receipt of comments, the *188 FDA took no further action until this
suit was filed. Id. at 6.

In March 2003, pla ntiffs filed suit n this Court, alleg ng that the AVIP violated federal law because AVA had never been approved as a safe and effective drug for
protection against inhalation anthrax. Id. On December 22, 2003, the Court issued a preliminary injunction enjo ning AVIP inoculations absent consent because the FDA
had never issued a final decision regard ng the safety of AVA. Id. Eight days later, the FDA issued a final order classify ng AVA as a Category I drug, stating that it was
effective regardless of the route of exposure. Id. The final order re-analyzed the data underlying the 1985 proposed order and also relied upon studies conducted after
1985. Id. at 7. Both parties subsequently moved for summary judgment, with pla ntiff seeking permanent njunctive relief. Id. at 8.

On two initial matters, the Court determined the plaintiffs had standing and that the FDA's December 2003 decision constituted an order, instead of a rule. Id. at 9-12.
Even though the decision was an order, the Court concluded that because the FDA regulations requ red notice and comment for the order, the notice and comment
must have been procedurally sufficient under the standards of the Adm nistrative Procedure Act. Id. at 13. Utiliz ng the logical outgrowth doctrine, the Court concluded
that the notice and comment for AVA was insufficient because the final order deviated too greatly from the proposes order. Id. at 15. Defendants had contended that
the proposed order was substantively identical to the final order because the proposed order class fied AVA as a Category I drug and did not l mit its application to any
particular route of exposure. Id. at 14. The Court, however, found that the scope of the proposed order's recommendation did not include inhalation anthrax because
the proposed order stated that there was insufficient data concern ng AVA's effectiveness against inhalation anthrax. Id. at 15. Therefore, the public was not on notice
that AVA was being considered for use aga nst inhalation anthrax spec fically, and thus the FDA's procedure did not provide a meaningful opportunity for comment as
requ red by the FDA's own regulations. Id. As a remedy,' the Court vacated the final order and remanded it to the FDA for reconsideration. Id. at 16. In addition, the
Court entered a permanent injunction enjoining defendants' use of AVA absent consent until the FDA properly classified AVA as safe and effective for its intended
purpose. Id. at 19.

While this case was on appeal, n December 2005, the FDA issued a new final order after a notice-and-comment period, explicitly find ng AVA efficacious against
inhalation anthrax. See Biological Products; Bacterial Vaccines and Toxoids; Implementation of Efficacy Review; Anthrax Vaccine Adsorbed, 70 Fed.Reg. 75,180 (Dec.
19, 2005). As a result, the D.C. C rcuit held that this Court's permanent injunction had dissolved by its own terms, dismissed the appeal as moot, and remanded the
case to this Court for further proceedings. Doe v. Rumsfeld, 172 Fed.Appx. 327 (D.C.C r.2006) (per curiam). On remand, the only rema n ng issue is plaint ffs' motion for
attorneys' fees and costs under the Equal Access to Justice Act ("EAJA"), 28 U.S.C. § 2412(d).

ANALYSIS
Plaint ffs have filed an application for $508,310.44 in attorneys' fees and costs. Defendants first contend that plaintiffs are not entitled to any fees and costs because
defendants' position was substantially just fied. In the alternative, defendants contend that the proper award is much less than pla nt ffs' request because (1) plaintiffs
*189 are not prevailing parties with regard to their appeal to the D.C. Circuit; (2) pla ntiffs' requested rate for their counsel is above the statutory limit; and (3) plaintiffs'
purported billable hours are too high because they improperly seek re mbursement for certain activities and their billing records are too vague.

I. Substantial Justification

The EAJA provides that a prevail ng party in a non-tort suit against the United States is entitled to fees and expenses unless the government's position was
"substantially just fied." 28 U.S.C. § 2412(d)(1)(A). The Supreme Court has held that a position is substantially justified " f a reasonable person could think it correct, that
is, if it has a reasonable basis n law and fact." Pierce v. Underwood, 487 U.S. 552 (/op nion/112137/pierce-v-underwood/), 556, 108 S. Ct. 2541
(/opinion/112137/pierce-v-underwood/), 101 L. Ed. 2d 490 (/opinion/112137/pierce-v-underwood/) (1988). The D.C. C rcuit has stated that "the hallmark of the
substantial justification test is reasonableness." Role Models Am., Inc. v. Brownlee, 353 F.3d 962, 967 (D.C.Cir.2004). The government bears the burden of establish ng
that its position was substantially justified. F.J. Vollmer Co., Inc. v. Magaw, 102 F.3d 591 (/op nion/731217/fj-vollmer-company-inc-v-john-w-magaw-d rector-bureau-of-
alcohol/), 595 (D.C.Cir.1996). Moreover, the government must demonstrate the reasonableness of both the agency's actions as well as its litigation position. Role
Models, 353 F.3d at 967.

The question of reasonableness cannot be collapsed into the antecedent evaluation on the merits; it is a distinct legal standard. F.J. Vollmer, 102 F.3d at 595. The
court's reasoning on the merits, however, may be quite instructive in resolving the substantial just fication issue. Id. For nstance, a finding on the merits that an
agency's decision lacked substantial evidence generally implies that the agency's decision was unreasonable. Id. In addition, f an agency failed "to enforce a rule
where it plainly applied," it is much more likely that the agency's decision was not substantially justified. Id.

Defendants contend that their position, at both the agency level and dur ng litigation, was reasonable because they reasonably construed the 1985 proposed order as
encompass ng approval of AVA for treat ng nhalation anthrax. In support of this position, defendants point out that the proposed order classified AVA as a Category I
drug and did not limit its approval to a particular route of exposure. If this view of the proposed' order was reasonable, then the agency's procedures would have been
proper because the 2003 final order would have been the logical outgrowth of the proposed order.

In the 2004 opinion, the Court concluded that the proposed order did not encompasses approval of AVA against inhalation anthrax, especially in the context of a
potential biological attack as AVA is used in the AVIP. Doe, 341 F.Supp.2d at 15. The Court reached this conclusion by focus ng on two key statements in the proposed
order. The first is that the proposed order found AVA safe and effective for the "limited circumstances" of its usage at that time, specifically inoculating individuals n
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Plaint ffs have also sought fees for work done by legal assistants. Pla ntiffs have the burden of justify ng the rates for which these ndividuals are billed. Role Models,
353 F.3d at 969-70. Pla ntiffs, however, have not submitted any information about the relevant market rate and have "not even taken the basic step of submitting an
affidavit detailing the non-attorneys' experience and education." See id. at 970. Plaint ffs are therefore required to justify the rates for the legal assistants n their
amended fee request.

IV. Proper Account ng of Billable Hours and Costs

Under this C rcuit's law, pla ntiffs have the burden of establish ng the reasonableness of the r fee request, and "support ng documentation must be of sufficient detail
and probative value to enable the court to determine with a high degree of certa nty that such hours were actually and reasonably expended." Role Models, 353 F.3d at
970. In assessing reasonableness, prevail ng counsel "must make a good faith effort to exclude from a fee request hours that are excessive, redundant or otherwise
unnecessary." Hensley, 461 U.S. at 434, 103 S. Ct. 1933 (/opinion/110929/hensley-v-eckerhart/). One disfavored practice is submitt ng time records that "lump together
multiple tasks, making it impossible to review the r reasonableness." Role Models, 353 F.3d at 971. Another flaw in time records is inadequate detail, such as records
that only describe work as "research," "writ ng," or "participating n teleconference." Id. Finally, duplication of effort is another basis on which fee requests can be
deemed excessive. Id. at 972. Defendants contend that plaintiffs' fee request suffers from all of these problems. In addition, defendants contend that plaintiffs'
requested billable hours must be reduced for a variety of spec fic reasons, each of are analyzed in turn.

A. Media Contacts

Defendants contend that 29.5 hours should deducted from plaintiffs' request because they seek re mbursement for media contacts. "In this circuit, the government
cannot be charged for time spent n discussions with the press." Role Models, 353 F.3d at 973. Pla ntiffs concede this argument. Therefore, these hours should not be
included in the amended fee request.

*193 B. Travel Time

Defendants contend that 16 hours should deducted from plaintiffs' request because they seek re mbursement for 32 hours of travel time. Travel is time is supposed to
be compensated at ha f the attorney's hourly rate. See Cooper v. U.S.R.R. Retirement Bd., 24 F.3d 1414 (/opinion/670646/denver-s-cooper-v-united-states-railroad-
ret rement-board/), 1417 (D.C.Cir.1994). Pla nt ffs concede this argument. Therefore, these hours should not be included n the amended fee request.

C. Admission to the Court

Defendants contend that 8.7 hours should deducted from plaintiffs' request because they seek re mbursement for t me spent seeking admission to this Court. A fee
request cannot include such time because this Circuit has held that "the cost of jo n ng the bar of this court [is] an expense of doing business not chargeable to clients 
much less to the federal government." Role Models, 353 F.3d at 973. Plaintiffs concede this argument. Therefore, these hours should not be included in the amended
fee request.

D. Recovery for Matters Outside the Litigation

Defendants contend that plaint ffs' fee request nappropriately seeks reimbursement for matters outside this litigation. Plaintiffs are only entitled to fees and costs
aris ng in this "civil action." 28 U.S.C. § 2412(d)(1). Defendants specifically challenge pla nt ffs' requests for re mbursement for (1) work on a Seventh C rcuit case, (2)
work related to a separate FOIA lawsuit, and (3) work related to the notice-and-comment period that resulted in the FDA's final order n 2005. This last request relates
to work that occurred after this Court's final judgment and appears more connected to pla ntiffs' separate litigation over the 2005 order. See Doe, v. Von Eschenbach,
06-2131-RMC (D.D.C. 2006); see also NAACP v. Donovan, 554 F. Supp. 715 (/op nion/1629482/naacp-v-donovan/), 720 (D.D.C.1982) (indicating that fees are not
available for work related to rulemaking proceedings). Therefore, unless they provide a convincing explanation, pla ntiffs should not seek re mbursement for these
matters in the amended fee request.

E. Work on an Unfiled Motion

Defendants contend that plaint ffs inappropriately seek reimbursement for work on a motion that was never filed. This motion was pla nt ffs' motion for an order to show
cause why defendants should not be held n contempt for violating the Court's permanent injunction. The work on this motion, totaling 31.3 hours, occurred n February
2005, after the Court's permanent njunction was entered. Plaintiffs briefly cla m that this, work was necessary to preserve the integrity of the injunction.

Defendants argue that it is unreasonable to allow fees to be paid for this work because it may have been unnecessary. The needlessness of the work was potentially
unrevealed because defendants never had the opportunity to oppose the motion. Plaintiffs have not refuted this possibility because they have not explained why the
motion was necessary and yet never filed. Without such an explanation, the Court cannot fully evaluate the reasonableness of plaintiffs' request. Therefore, unless they
provide a fuller explanation, pla nt ffs should not seek re mbursement for work on this motion in the amended fee request.

F. Clerical Matters

Defendants contend that plaint ffs inappropriately seek reimbursement for clerical or adm nistrative work. Purely clerical or secretarial tasks, which do not requ re the
skills of an attorney or legal assistant, cannot be included n a fee petition. See Role Models, 353 F.3d at 973. Plaintiffs' *194 fee request includes numerous entries for
updating files, download ng documents, and sending documents. Many of these tasks appear clerical or secretarial, and plaintiffs have not expla ned how the tasks
requ re the skills of at least a paralegal. Therefore, unless they provide an explanation, plaintiffs should not seek reimbursement for this work in the amended fee
request.

G. Attorney Zaid's Vague Entries

Defendants contend that many billing entries for attorney Mark Zaid are too vague to allow the Court to evaluate their reasonableness. The D.C. Circuit has held that
billing entries describing work only as "research," "writ ng," or "participating n teleconference" are inadequately detailed for fee petition purposes. Id. at 971. Many of
Zaid's entries describe his work only as "E-mails," "Tel. conv" or "Onl ne research." Under the C rcuit's standard, these entries are clearly too vague. One possible
remedy is to reduce plaintiffs' fee by certain percentage because of the vague entries. See id. at 973 (allow ng reimbursement for only fifty percent of the attorney hours
that plaintiff requested because of "inadequate documentation, failure to justify the number of hours sought, inconsistencies, and improper bill ng entries"). Unless
these entries are more detailed n plaint ffs' amended fee request, the Court will utilize this remedy.

H. Excessive Time on Appeal

Defendants contend that plaint ffs seek excessive reimbursement for work related to the appeal. Plaintiffs reta ned twelve additional lawyers (besides the main
attorneys  Zaid and John Michels) to work on the appeal and, by defendants' calculation, devoted 578 hours to the appeal. Defendants argue that it was excessive to
involve twelve new lawyers on the case, and that 578 hours was unnecessary as many of the legal issues nvolved had been fully researched and discussed for
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superior commissioned officer. The record provides no details 
concerning the order that Petitioner disobeyed. The punishment imposed 
consisted of a forfeiture of $568 per month for two months, 
restriction and extra duty for 60 days, and reduction in rate from OS3 
to SN.

e. On 3 September 1998 Petitioner received a second NJP for 
failure to go to his appointed place of duty to receive an anthrax 
vaccination. His medical record reflects that on 1 November 1998 
Petitioner refused to receive an anthrax vaccination. On 2 November 
1998 Petitioner received a third NJP for willfully disobeying a 
superior commissioned officer. On 9 November 1998 the commanding 
officer set aside the last two NJPs for unknown reasons.

f. On 11 November 1998, after Petitioner was advised of 
administrative separation action and waived his right to an 
administrative discharge board, his commanding officer (CO) 
recommended that Petitioner be separated with a general discharge by 
reason of misconduct due to commission of a serious offense. In making 
the recommendation, the CO referenced the NJP of 3 July 1998, and 
stated that Petitioner was incapable of adhering to the rules and 
regulations of the Navy and his command. He stated that Petitioner was 
simply unwilling to conduct himself in a manner conducive to good 
order and discipline. The discharge authority approved the separation 
and directed a general discharge by reason of misconduct. Petitioner 
was so discharged on 25 November 1998 as an SN. At that time, 
Petitioner was assigned a reenlistment code of RE-4.

h. Reference (b) states that an individual may be separated by 
reason of best interest of the service if separation is appropriate 
but no other reason set forth in the reference covers the situation at 
hand. An RE-l reenlistment code may be assigned if an individual is 
separated for this reason.

CONCLUSION:

Upon review and consideration of all the evidence of record the Board 
concludes that Petitioner’s request warrants favorable action. The 
Board’s decision to grant Petitioner’s request is based on its 
acceptance of his contention that all of his NJPs were related to his 
refusal to received a vaccination against anthrax.

2

RECOMMENDATION.
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ex-, USMC

Current Discharge and Applicant’s Request

Application Received:  20090210
Characterization of Service Received:  
Narrative Reason for Discharge:  FAILURE TO PARTICIPATE
Authority for Discharge:  MARCORSEPMAN 

Applicant’s Request:  Characterization change to:  
       Narrative Reason change to:  MEDICAL/PTSD

Summary of Service

Prior Service:
Inactive: NONE Active:

Period of Service Under Review:
Date of Enlistment:  20010924 Age at Enlistment:  
Period of Enlistment:   Years
Date of Discharge:  20050413 Highest Rank:  
Length of Service:

Active:   Year(s)    Month(s)  28  Day(s)
Inactive:   Year(s)    Month(s)  11  Day(s)

Education Level:  AFQT:  50
MOS:  0311
Proficiency/Conduct Marks (# of occasions):   () /  () Fitness Reports:  

Awards and Decorations (per DD 214): Rifle   AFRM 

Periods of UA/CONF:  

SCM:     SPCM:     CC:     Retention Warning Counseling:  

NJP:  
- 20040306: Article 92 (Disobeyed lawful order - refusing Anthrax shot)

Awarded:    Suspended:  

Types of Documents Submitted/reviewed

Related to Military Service: 
              DD 214:                              Service/Medical Record:             Other Records:  

Related to Post-Service Period:
Employment: Finances: Education/Training:
Health/Medical Records: Substance Abuse: Criminal Records:
Family/Personal Status: Community Service:  References:  

              Additional Statements: 
                             From Applicant:  From Representation:         From Congress member:    

                    Other Documentation:  

Pertinent Regulation/Law

A.  Paragraph 6213 of the Marine Corps Separation and Retirement Manual, (MCO P1900.16E), effective 1 September 2001 
until Present.
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The minority disagrees the program was unlawful.  “Military orders are presumed to be lawful and are disobeyed at 
the subordinate’s peril.”  United States v Schwartz, 61 M.J. 567, 569 (N.M.Ct.Crim.App 2005) affirmed 64 M.J. 199 (C.A.A.F. 
2006).  Thus, the military can order service members to receive vaccinations, even over religious objections.  Id.  In fact, even 
U.S. citizens do not have the constitutional right to refuse inoculation.  Jacobson v. Massachusetts, 197 U.S. 11, 31-32 (1905).  
Recently, the highest court in the Armed Forces affirmed the conviction of Marine Lance Corporal Schwartz because he 
violated a lawful order by refusing to receive his anthrax vaccine.  See Schwartz, 61 M.J. at 567.  

In Schwartz, Lance Corporal Schwartz alleged the order to receive the vaccine violated his constitutional right to 
refuse unwanted medical treatment and he could not be inoculated with what he described as an investigational new drug 
without his consent.  Id. at 570.  The court dismissed this argument, finding the order to receive the anthrax shot was lawful 
because it had a valid military purpose of retaining military readiness in the face of a biological attack.  Id.  Regarding the issue 
of whether the Anthrax inoculation was merely experimental, the court noted  “[i]f we may attach any value whatever to 
medical knowledge which is common to all civilized peoples, we must conclude on the basis of common knowledge that an 
order to take immunization shots is legal and necessary in order to protect the health and welfare of the military community 
and that failure to take such shots would represent a substantial threat to public health and safety in the military.” Id. (quoting 
United States v. Chadwell, 36 C.M.R. 741, 749-50 (N.B.R. 1965).

While in service, the Applicant was given an order he should have presumed to be lawful.  By choosing to disobey this 
order, he detracted from the good order and discipline of the United States Navy.

2.   The Board is compelled to rule similarly on cases with similar circumstances.  The Applicant pulled a case from the NDRB 
Electronic Reading Room with circumstances similar to his own in which the NDRB chose to upgrade the discharge.  The 
minority does not find this to be a persuasive argument as each case is determined individually on its own merits.

3.  Post Service Conduct.  The Applicant brought evidence of several post-service accomplishments to the Board to include 
evidence of a successful enlistment with the Naval Reserve, completion of a Bachelor of Science program, and gainful 
employment with several airlines.  While these are significant accomplishments, they are not sufficient in the minority's 
opinion to mitigate his willful disobedience of a lawful order.

4.  Propriety.  The applicant contends his discharge was improper because the specific circumstances of the offense did not 
warrant separation.  The minority determined the Applicant willfully disobeyed a lawful order which is punishable by a 
punitive discharge and imprisonment if adjudged ad a Special or General Court Martial.  The minority determined the 
discharge was proper.

5.  Equity.  The applicant feels his discharge was inequitable in light of his Record of Service.  While he may feel this was the 
case, the minority noted the Applicant's discharge was marred by his willful disobedience of a lawful order.  Such disobedience 
is contrary to the good order and discipline of the United States Navy and warrants a General (under honorable conditions) 
characterization of discharge.

6.  Equity.  While not brought forward as an issue by the Applicant, the Board can consider equity based on regulation currently 
in place.  In this case, the minority believes this majority was swayed primarily by this issue.  The Anthrax vaccination 
program has been surrounded by controversy since its inception, and the requirements for individuals to participate in the 
program have changed several times.  While it is true the Applicant would likely not be required to take the vaccination series 
if he were in the Navy today, the minority notes he was required to take it at the time of his discharge, and at that time, it was a 
lawful requirement.  Servicemen and women can not pick and choose which orders they choose to follow, and when they do, 
they break down the discipline and morale of a command.  The minority believes this issue is not applicable because even by 
today's standards, a service member can be ordered to receive the Anthrax series of vaccinations.  The minority finds the 
discharge was equitable.

In summary, the minority found no argument which mitigated the Applicant's decision to willfully disobey a lawful 
order and found the discharge to be proper and equitable.

Pertinent Regulation/Law

A.  Naval Military Personnel Manual, (NAVPERS 15560C), Change 28, effective 30 March 2000 until 29 August 2000, 
Article 1910-142, Separation By Reason Of Misconduct - Commission of a Serious Offense.

B.  Secretary of the Navy Instruction 5420.174D of 22 December 2004, Naval Discharge Review Board (NDRB) Procedures 
and Standards, Part II, Para 211, Regularity of Government Affairs, Part V, Para 502, Propriety and Para 503, Equity.

C.  Chief of Naval Operations message of 121652ZMAR07, Resumption of Mandatory Anthrax Vaccine Immunization 
Program.

C.  The Manual for Courts-Martial authorizes the award of a punitive discharge if adjudged as part of the sentence upon conviction 
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expected of all military members and the characterization 
of the discharge she received was appropriate.

___________________________________________________________
______
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MEMORANDUM FOR THE CHIEF OF STAFF

Having received and considered the recommendation of the Air Force Board for 
Correction of Military Records and under the authority of Section 1552, Title 10, United 
States Code (70A Stat 116) it is directed that:

The pertinent military records of the Department of the Air Force relating 
to              , be corrected to show that on 24 July 2000, she was honorably discharged 
under the provisions of AFI 36-3208, Secretarial Authority, and issued a Separation 
Program Designator code of “KFF.”

Director
Air Force Review Boards Agency
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Lt. Col. Jay Lacklen shows the knots on his fingers. He suspects that the anthrax shots he has taken
have caused the deformity.
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Squalene is manufactured in the liver of humans and some animals. It is a building
block to make hormones and other substances in our body. It is also found in some
foods.

In vaccines, it is used as a booster to work faster and longer. However, it was not
approved by the federal Food and Drug Administration to be used in the anthrax
vaccine.

When Tulane University in 1999 found the presence of the additive in 1991 Persian
Gulf War veterans, squalene’s safety became a hot topic. Some servicemembers
speculated then that the anthrax vaccine might contain squalene as a booster and
that is the reason for the side effects.

For years, the Pentagon denied there was any squalene in the shots. Then, the FDA
tested all 50 lot numbers of the current vaccine in 1999 and found squalene traces in
five of them. Dover Air Force Base received all five of these lot numbers.

The Pentagon says the amount of squalene found is so minute that it is “likely the
result of squalene in the oil of a fingerprint not cleaned from the lab glassware.” The
Defense Department has an entire page of questions and answers about squalene on
its anthrax Web site, www.anthrax.osd.mil, disputing the significance of squalene in
the shot.

Lacklen and some of the pilots at Dover are not buying the explanation. They want
the Defense Department to hire an independent lab to test vaccine lots for squalene.

While the Pentagon asserts that the adjuvant in the anthrax vaccine is aluminum
hydroxide, Lacklen and the sick pilots said the reason they are skeptical is because
other bases, which may not have gotten the same squalene lot Dover received, had
not had similar health problems.

Those who talked to Stars and Stripes said they are willing to resume the shots as
long as they know for sure the lots don’t contain any trace of squalene.

“It’s not the vaccine, it’s what they added to it,” Lacklen said.
JMuhammad_BCNR-159



Not all of the pilots agree with Lacklen. One pilot said that there are those in the
squadron who think Lacklen is way off base. They did not receive any side effects
from the shots.

But other pilots who talked to Stripes consider Lacklen, who is married and has four
daughters, almost a hero for risking his career and speaking out.

Lacklen said the Air Force should do more to find out why some members of the wing
are experiencing so many health problems and whether the vaccine is the reason.

“If we had wrecked an airplane, they would have had a team of people come down
and figure out what went wrong,” Lacklen said. “A lot of people have gotten sick, but
nobody has come.”
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because this is not a request to revoke the discharge. As well, clemency may be supported by 
looking at certain facts before and after the court-martial, as well as by examining my own 
military history under an inequity of justice standard. In my own case, I refused anthrax 
vaccine in 1998, was not punished through any judicial or non-judicial means, and served until 
2015, wherein I reached mandatory retirement, with active duty benefits, and was discharged 
under fully honorable conditions. There are literally hundreds of servicemembers that were 
similarly treated, as opposed to the extreme disciplinary processes and penalties that James 
Muhammad underwent. The point of this appeal is not to re-adjudicate the core judgments in 
this case, but instead to ask for clemency based on a reflection of undeniable inequities of 
justice represented by James Muhammad’s case when compared to others in our armed forces. 
 
Finally, a brief summary of some of the facts from before and after James Muhammad’s case 
may also be worthy of reflection as you consider his petition. Those facts include: 
 

1. Federal Courts affirmed (341 F.Supp. 2d 20) the anthrax vaccine utilized in the 
Department of Defense Anthrax Vaccine Immunization Program (AVIP) force 
protection program was investigational, not licensed by the Food and Drug 
Administration (FDA), and inconsistent with Federal Regulations and U.S. law, prior 
to the December 19, 2005 publication by the FDA of a Final Rule for the Anthrax 
Vaccine Adsorbed (AVA) in the Federal Register (Volume 70, Number 242, page 
75180-75198). In contrast, military courts upheld a presumption of legality of the 
AVIP, despite the fact that AVA was not licensed by the FDA until December 2005. 

 
2. Multiple bipartisan Congressional hearings resulted in House Report 106-556 in April 

2000.  The report also found the Department of Defense’s AVIP conflicted with FDA 
regulations, and declared the anthrax vaccine investigational absent a properly 
approved indication for use against inhaled anthrax.  This report preceded and 
mirrored the later Article III Federal Court rulings detailed above in item 1. 
 

3. Historical Department of Defense records, predating the AVIP, from 1985, by the U.S. 
Army, according to a Request for Proposal (RFP) for a new anthrax vaccine, 
acknowledged that there was “no vaccine in current use which will safely and 
effectively protect military personnel against exposure to this hazardous bacterial 
agent [Anthrax].” This RFP was the same year as the proposed, but never finalized, 
license rule was published in the Federal Register. 
 

4. The FDA had issued a Notice of Intent to Revoke the Anthrax vaccine manufacturer’s 
license in 1997, citing multiple instances of quality control deviations in 1998 & 1999. 
During this same timeframe the DoD and the manufacturer jointly submitted multiple 
Investigational New Drug (IND’s) applications to the FDA in order to secure approval 
for an inhalation anthrax indication for AVA. Inhalation anthrax protection was the 
intended use of the vaccine, was not approved until the final license rule was 
published in 2005, and the IND’s were cited by the Federal Court in 2003 to support 
the anthrax vaccine’s investigational status in violation of 10 USC § 1034. 
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To:     The Board of CorrecWion of NaYal Records

Re:      AddendXm for applicaWion
     DockeW No.:  NR20180004948
     James D. MXhammad, USMC

SXbmiWWed Yia: BCNR_ApplicaWion@naY\.mil

CRQWeQWV

1- LeWWer of E[planaWion Wo The Board
2- MemorandXm for SecreWaries of Whe MiliWar\ DeparWmenWs;
GXidance Wo MiliWar\ Discharge ReYieZ Boards and Board for
CorrecWion of MiliWar\/ NaYal Records Regarding EqXiW\,
InjXsWice, or Clemenc\ DeWerminaWions (daWed 25 JXl 2018) ZiWh
aWWachmenW.
3- AnWhra[ Vaccine Adsorbed package inserW



To:     The Board of CorrecWion of NaYal Records

Re:      AddendXm for applicaWion
     DockeW No.:  NR20180004948
     James D. MXhammad

SXbmiWWed Yia: BCNR_ApplicaWion@naY\.mil

PREFACE
This applicaWion is hereb\ amended Wo inclXde polic\ pXblished
afWer preparaWion and sXbmission of DockeW No. NR20180004948 Wo
The Board. IW is oXr belief WhaW Whe referenced memorandXm
prepared and released b\ Whe Office of Whe UndersecreWar\ of
Defense is direcWl\ applicable, Yalid and sXpporWs DockeW No.
NR20180004948 highlighWing similar indiYidXals, caXses and
cases.

Reference: MemorandXm for SecreWaries of Whe MiliWar\
DeparWmenWs; GXidance Wo MiliWar\ Discharge ReYieZ Boards and
Board for CorrecWion of MiliWar\/ NaYal Records Regarding
EqXiW\, InjXsWice, or Clemenc\ DeWerminaWions (daWed 25 JXl
2018) ZiWh aWWachmenW.

PerWaining Wo Whe MemorandXm GXidance releYanW Wo DockeW No.
NR20180004948, We belieYe:

Ɣ The PeWiWionerjs reqXesW is consisWenW ZiWh Whe inWenW of
Whe Office of Whe UndersecreWar\ of Defense in Whe
redoXbling of efforWs Wo make VeWerans aZare of
opporWXniWies Wo appl\ for reYieZ of discharges and Whe
increased aWWenWion paid Wo acWions considered criminal
conYicWions onl\ in a miliWar\ enYironmenW YersXs
non-criminal maWWers in ciYil seWWings and Whe changing of
SWaWe laZs WhaW repaWriaWe indiYidXals ZiWh ciYil righWs,
(righW Wo YoWe, eWc.)

Ɣ The PeWiWioner has demonsWraWed personal sacrifices and
achieYemenWs consisWenW ZiWh oYerall polic\ and Whe
pXnishmenW leYied is e[cessiYe and offers liWWle or no
rehabiliWaWiYe opporWXniW\ e[cepW b\ Zhich Whe PeWiWioner
has Waken personal iniWiaWiYe Wo aWone for ZhaW Zas
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considered aW WhaW Wime Wo be an infracWion. The PeWiWioner
has oYerpaid Wo Whe degree of an imbalance of jXsWice.

Ɣ OYerall, Whe record accXraWel\ reflecWs WhaW WhaW
PeWiWionerjs characWeri]aWion of serYice Zas noW onl\
HONORABLE bXW e[emplar\,marred b\ a sole eYenW WhaW
cXlminaWed in a SCM BCD aZard Zhich imbalances adjXdicaWion
compared Wo oWher indiYidXals ZiWh man\ or felonioXs
infracWions.

Ɣ The MemorandXm GXidance aW 6f specifieskChanges in polic\,
Zhereb\ a SerYice member Xnder Whe same circXmsWances Woda\
ZoXld reasonabl\ be e[pecWed Wo receiYe a more faYorable
oXWcome Whan Whe applicanW receiYed, ma\ be groXnds for
reliefy

ż The PeWiWioner Zishes Wo bring aWWenWion Wo Whe facW
WhaW Whe UCMJ has been re-codified pXrsXanW Wo Whe
2016 MiliWar\ JXsWice AcW effecWiYe 1 Jan 2019. We
belieYe WhaW Whis XpdaWe ZoXld haYe affecWed Whe
oXWcome of Whe peWiWioner’s maWWer in Whe folloZing
Za\s:

Ŷ The Command pXrsXed Whe case in a manner WhaW
coXld haYe been WroXblesome or possibl\
prohibiWed Xnder ArWicle 132 (ReWaliaWion), as
Where Zere maWWers of ZillfXll\ ineffecWiYe
posW-Wrial mishandling WhaW resXlWed in being
ordered Wo AppellaWe LeaYe dXring Whe Wime Whe
neZ Commanding Officer and ConYening AXWhoriW\
Zas Wo make a decision Wo accepW Whe plea,
findings and senWence. PeWiWioner belieYes WhaW
benefiWs of Doe Y RXmsfeld ZoXld haYe been
afforded Wo him had Whe command climaWe differed.
SXch possible ArW 132 grieYances Zere of a manner
WhaW eYidence Zasn’W preserYed WhaW coXld
poWenWiall\ sXbsWanWiaWe Woda\ ZhaW is in Whe
2019 MCM as ArWicle 134b (ObsWrXcWion of JXsWice)
issXes.

Ɣ PosW Wrial, BaWWalion Legal Officer, 1sW LW
 made commenWs indicaWing WhaW Whe

command had deWermined a desired oXWcome of
eYenWs. While signing Whe processing
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paperZork for appellaWe leaYe, Major RoberW
 (Bn E[ecXWiYe Officer) commenWed in

PeWiWionerjs presence WhaW in hindsighW
indicaWes WhaW he Zas aZare of Whe Doe Y
RXmsfeld filing bXW Whe command remained
deWermined Wo noW disWXrb Whe charges. And,
iW is Xnder cXrrenW XpdaWed rXles, Whe
accXsed ZoXld haYe Whe abiliW\ Wo sXbpoena
addiWional informaWion, inclXding emails
WhaW oXWlined and docXmenWed sXch a
conspiraWorial command climaWe .1

Ɣ The neZ ConYening AXWhoriW\ Zhen coming
aboard made an XnsoliciWed sWaWemenW Wo
PeWiWioner prior Wo preparaWion and deliYer\
of Record of Trial WhaW kYoXr senWence isnjW
geWWing changed", lending fXrWher
credibiliW\  WhaW sXch commenWs possibl\
aided in bringing Wo issXe aW NAMALA,
maWWers of UnlaZfXl Command InflXence and
ma\ meeW Whe cXrrenW sWandard for ArW 134b
ObsWrXcWion of JXsWice. AW Whe Wime, Whe
PeWiWioner resigned WhaW Whe s\sWem had been
impaired and despiWe besW efforWs Zas Xnable
Wo obWain and/or reWain eYidence Wo presenW
Wo Whis board.

Ŷ According Wo 2019 ManXal for CoXrW MarWial R.C.M.
201(f)(1)(D) (ii) kA bad-condXcW discharge... ma\
noW be adjXdged b\ a special coXrW-marWial Zhen
Whe case is referred as a special coXrW-marWial
consisWing of a miliWar\ jXdge alone Xnder
ArWicle 16(c)(2)(A).y The applicanW’s special
coXrW-marWial consisWed of a miliWar\ jXdge alone
Zhere a bad-condXcW discharge Zas adjXdged; Whis
is no longer permiWWed Xnder cXrrenW procedXres,
Zhich ZoXld mean WhaW Xnder Whe neZ rXles Whe
PeWiWioner ZoXld haYe been alloZed Wo compleWe

1PeWiWioneU Zas YeUEall\ Wold of an email composed E\ Whe Bn /egal 2fficeU Wo Bn CommandeU and oWheUs Zhich 
oXWlined sXch scenaUios on hoZ Wo ³geW him´� Whe infoUmanW Zas an XninWended UecipienW EXW Zas XnZilling Wo 
disclose Whe email 
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Whe conWracW Werm of enlisWmenW, Zhile accrXing
crediW WoZard aZards and promoWions. AnoWher
possible resXlW of Whis change coXld be similar
Wo Whe aboYe regarding Whe command haYing a
kchange of hearWy once orders Zere receiYed
regarding Doe Y RXmsfeld injXncWiYe relief WhaW
Whe\ ZoXld appl\ sXch rXles and orders
reWroacWiYel\ and Whe Commanding Officer mighW
feel beWWer moWiYaWed Wo disapproYe Whe finding
and senWence.

Ŷ The PeWiWioner Zas noW alloZed Wrial dela\ XnWil
WesWimon\ of credible ZiWnesses coXld be made
aYailable per MCM XpdaWes alloZed in RXles 702
and 703. Chaplain  coXld haYe offered
specific WesWimon\ WhaW Whe maWWer of failXre Wo
perform lacked Whe reqXired ZillfXlness elemenW
or menV Uea  criminal inWenW necessar\ Wo be foXnd
gXilW\ of ArW 90, Zhich ZoXld haYe changed Whe
resXlW Wo NoW GXilW\. In Whe case of Whe 2003
Wrial, Whe Command Zas able Wo enWer inWo
eYidence WhaW Whe Chaplain and Command Medical
Officer Zere boWh XnaYailable Wo WesWif\. A
sXiWable replacemenW Zas noW possible for Whe
Chaplain, Zho had personal obserYaWions and a
Senior Corpsman Zas sXbsWiWXWed for Whe Medical
Officer Zho coXld onl\ WesWif\ aboXW ZhaW he read
in Whe record, noW his personal obserYaWion.

Ŷ The PeWiWioner sWaWes WhaW Zhile Whe concepW of
PaWeQWO\ IOOegaO RUdeUV  haYe noW changed in Whe
inWerim, Whe 2019 MCM ArW 90 (c)(Y) sWaWes kThe
order mXsW noW conflicW ZiWh Whe sWaWXWor\ or
consWiWXWional righWs of Whe person receiYing Whe
order.y AlWhoXgh Whe Doe Y RXmsfeld conclXsion
did noW enlarge or amplif\ WhaW an\ specific
righW Zas afforded Wo Whe PeWiWioner, Where
e[isWs no doXbW WhaW Whe coXrW enjoined Whe
DeparWmenW of Defense from adminisWering Whe AVA
Yaccine Wo serYice members kabsenW informed
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consenW or PresidenWial ZaiYery . And, since
prior Wo 2005, iW lacked an approYed license from
Whe FDA, iW coXld be reasonabl\ inferred WhaW Whe
PeWiWioner’s righW Wo consenW as Congress ZroWe
in laZ Zas corollar\ ZiWh a righW noW giYe
consenW Zhich Zas being YiolaWed, Zhich is
cenWrall\ aW issXe here.

Ŷ AW issXe posW-Wrial, Whe PeWiWioner learned of
CondiWional Pleas pXrsXanW Wo RCM 910(a)(2) and
discoYered Whe DeWailed Defense CoXnsel (DC) did
noW inform him of Whe e[isWence of sXch. ErranWl\
belieYing WhaW his onl\ opWions Zere gXilW\ or
noW-gXilW\. The PeWiWioner, againsW his
conscience and persXaded b\ DC,  changed his plea
Wo gXilW\.   If PeWiWioner possessed prior
knoZledge of Whe  Doe Y RXmsfeld filing, a change
of plea ZoXld haYe been off Whe Wable, leW alone
e[ecXWed.  For Whe record,  WhaW PeWiWioner did
noW enWer inWo an\ preWrial agreemenW Wo redXce
seYeriW\ of pXnishmenW in e[change for Whe change
of plea. The gXilW\ plea Zas done solel\ as a
shoZ of conWriWion once PeWiWioner reali]ed Whe
basis for his refXsal Zas less Whan absolXWe. IW
Zas dXring Wrial pXrsXanW Wo RXle 910(e) WhaW Whe
MiliWar\ JXdge (MJ) had a dXW\ Wo Zeigh sXch
gXilW\ plea Wo deWermine WhaW iW meW all legal
reqXiremenWs. IW Zas laWer XncoYered b\
PeWiWioner WhaW had he properl\ XndersWood Whe
qXesWion asked b\ Whe MJ aboXW a reqXired elemenW
kZillfXly disobedience WhaW PeWiWioner ZoXld haYe
reWracWed plea and changed back Wo nRW gXilW\ .

Ŷ As sXch, PeWiWioner belieYes WhaW iW ZoXld be
neglecWfXl  noW Wo direcW aWWenWion Wo RXle
916(j) WhaW specificall\ sWaWes WhaW misWakes of
laZ are perWinenW Zhen Whe\ are a releYanW
elemenW sXch as in cases of WILLFULNESS of
inWenW. IW is an indispXWable facW WhaW
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PeWiWioner belieYed he Zas Waking a righW and
laZfXl acW b\ refXsing Wo obe\ Whe order Wo
receiYe Whe AnWhra[ VaccinaWion.

Ŷ According Wo R.C.M. 201(f)(2)(B)(ii) neZ
procedXres and limiWaWions are noZ imposed Xpon
Special CoXrW MarWials (SCM) Wo adjXdge a Bad
CondXcW Discharge. This ZoXld haYe applied Wo
PeWiWioner dXe Wo Whe case referred Wo as a SCM
ZiWh a MJ alone.

Ŷ According Wo RCM 1210, PeWiWioner coXld haYe
reqXesWed  a neZ Wrial  on Whe basis of kbad
faiWhy of Whe GoYernmenW as opined b\ Whe DC
CircXiW CoXrW on 20070821 WhaW kWhe GoYernmenW’s
posiWion Zas noW sXbsWanWiall\ jXsWifiedy Zhen
Whe Doe plainWiffs reqXesWed pa\menW of aWWorne\
fees . RCM 1210 noZ alloZs Whis special rXle WhaW2

PeWiWioner ZoXld haYe been able Wo reqXesW a neZ
Wrial XnWil 2010, if Whe PeWiWioner Zas aZare of
sXch a rXle or had Whe rXle e[isWed aW Whe Wime.
The memo specificall\  asks for Whis W\pe of
informaWion WhaW coXld change Whe oXWcome based
Xpon neZ rXles or regXlaWions.

Ɣ EYidence as sXbmiWWed in PeWiWionerjs reqXesW is direcWl\
from Whe Federal CircXiW CoXrW acWing in official capaciW\
and is Xsed Wo sXpporW conWenWion WhaW Whe oXWcome ZoXld
haYe changed, giYen Whe benefiW of hindsighW.

Ɣ BCNR consider Whe XniformiW\ and Xnfair dispariWies in
PeWiWionerjs pXnishmenW as a basis of relief as
demonsWraWed in applicanW’s package sXbmission (6j)

Ɣ PeWiWioner is reqXesWing relief for a non-YiolenW maWWer
(6k)

Ɣ ApplicanW has clearl\ demonsWraWed a redempWiYe YalXe Wo
socieW\ as amplified in paragraph 6a-f, 6i

Ɣ PeWiWioner has been candid ZiWh Whe BCNR (7a), in facW ZhaW
is noW reflecWed in Whe record is WhaW Whe PeWiWioner and

2 See JXne 2�1� sXEmission XndeU Whis dockeW aW page lisWed as BC15-121 
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