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History of the Case

The Petitioner, an accused at a special court-martial, is charged with willfully disobeying a superior commissioned officer by refusing to take the anthrax vaccination, in violation of Article 90 of the Uniform Code of Military Justice, 10 U.S.C. §§ 807, 820, 821, 825, 834, 890 (1998).  The court-martial was convened by the Commanding Officer, Third Battalion, Second Marine Regiment, Camp Lejeune, North Carolina.  Charges were referred on February 16, 2000.  The Petitioner was arraigned on 25 May 2000.  The Petitioner has not entered pleas.

Facts

The accused is represented by detailed trial defense counsel Captain Justin Constantine, United States Marine Corps Reserve and Individual Military Counsel Captain Dale F. Saran, U.S. Marine Corps.  On 28 June 2000, 18, 25, 26 July 2000, and 09 August 2000, motions hearings were held in the Legal Services Support Section, Camp Foster, Okinawa, Japan.  The court considered several motions at these hearings: 1) a prosecution motion in limine to establish the lawfulness of the order and to exclude any evidence of the safety and efficiency of the anthrax vaccine by the defense, including production of witnesses, experts, or discovery by the government; 2) A defense motion to compel the production of witnesses; 3) A defense motion to dismiss the Charge due to unlawfulness or, in the alternative, to find the presumption of lawfulness rebutted; and 4) a defense motion to compel discovery.  Initially, the defense motions to compel discovery were ruled upon and denied by the judge on 25 July 2000.  The judge, on 26 July 2000, granted the government’s motion for a finding that the order was lawful as a matter of law and the remaining defense motions were denied.  The defense later filed for a reconsideration, which was denied on 09 Aug 2000.

Issues Presented

I. WHETHER THE MILITARY JUDGE ERRED IN RULING AS A MATTER OF LAW THAT THE ORDER TO TAKE THE ANTHRAX VACCINE WAS LAWFUL IN LIGHT OF 10 U.S.C. §1107 AND OTHER PROVISIONS OF FEDERAL LAW.

II. WHETHER THE MILITARY JUDGE ERRED IN GRANTING GOVERNMENT’S MOTION TO EXCLUDE EVIDENCE OF THE SAFETY AND EFFICACY OF THE ANTHRAX VACCINE, WHERE SUCH EVIDENCE GOES DIRECTLY TO THE DRUG’S STATUS AS AN INVESTIGATION NEW DRUG UNDER FOOD AND DRUG ADMINISTRATION REGULATIONS OR ITS STATUS AS A DRUG “UNAPPROVED FOR ITS APPLIED USE” UNDER 10 USC §1107.

Discussion

I.

If the defense rebuts the presumption of lawfulness of an order or regulation, the government must prove the legality of such beyond a reasonable doubt. See U.S. v. Smith, 45 C.M.R. 5, 8 (1972).  In the case at hand, the lawfulness of the order to take the anthrax vaccine was rebutted by the defense’s response to the government’s motion in limine and supplemental responsive motions. The defense’s rebuttal focused on the fact that the order given by the Petitioner’s superior commissioned officer was not lawful because it was without authority and contrary to established law or regulation (U.S. v. Wine, 28 M,J, 688 (A.F.C.M.R. 1989)).
  An order requiring the Petitioner to submit to anthrax vaccination is illegal because it contradicts the express terms of 10 U.S.C. § 1107.  Because the anthrax vaccine is being used in a manner inconsistent with both its original licensing and for a purpose for which it has never been properly tested and is also in an investigational status by the manufacturer’s own filing with the Food and Drug Administration, the vaccine is properly considered an Investigational New Drug (“IND”) under Food and Drug Administration (“FDA”) regulations and federal court decisions.  Additionally, the drug is also properly defined as a drug “unapproved for its applied use” by the express terms of 10 U.S.C. §1107.  Finally, the drug can properly be considered experimental under 50 U.S.C. §1520a and FDA regulations defining experiments with drugs.  The Executive Order, Department of Defense regulations codified in federal law, FDA regulations codified in federal law, and two federal statutes all mandate that informed consent is a prerequisite to vaccination with an IND, a drug unapproved for its applied use, or an experimental drug.  Evidence submitted to support the assertion that the anthrax vaccine is at least one, if not all of the above, included the initial defense response motion with attachments, as well as two supplemental filings with attachments.  The defense successfully rebutted the presumption of lawfulness of the order at issue.  The burden thus fell on the government to first, prove to the Military Judge beyond a reasonable doubt that that the anthrax vaccine is not an IND, a drug unapproved for its applied use, or experimental, and second, that the government is not required to comply with the requirements of the Executive Order 13139, 10 U.S.C. §1107, 50 U.S.C. §1520a, or 21 USC §355, 45 CFR Part 46, and 32 CFR 219.  The government offered the testimony of Cdr Chen, United States Navy, only for the purpose of providing information to the judge on the threat of anthrax and some basic understanding of the vaccine.  The defense asked the Military Judge to take note of (and provided copies) of the legislative history of 10 U.S.C. §1107.  Additionally, the defense called Dr. Michael Cohen, a microbiologist, to explain the process by which  the vaccine was made and his knowledge of existing studies concerning the anthrax vaccine, as well as his knowledge of other drugs and vaccines.


Notwithstanding the evidence presented by the defense, the Military Judge found that the order to take the vaccine was lawful as a matter of law.  This decision is based on the Military Judge’s ruling that none of the provisions of federal law provided any protection to servicemembers at a court martial.  Not 10 U.S.C. §1107, the Executive Order, the FDA or DoD regulations regarding informed consent, nor the Nuremberg Code (codified at 50 U.S.C. §1520a), specifically conferred rights upon the accused and therefore were not “pleadable” in his defense, nor to show that the order given was unlawful because it was contrary to federal law and given without authority.


Ultimately, the Military Judge committed error by creating a new legal standard for military accused, requiring an insuperable burden on them, and making all orders lawful as matter of law, even if they patently violate existing law, as long as that law does not have a specific conferral of rights upon a military accused.  Such a ruling constitutes a denial of the Petitioner’s Fifth Amendment Due Process rights.

II. 

A. The order to take the anthrax vaccine was beyond the authority of the officer who issued it.

In United Sates v. Marsh, 11 C.M.R. 48 (C.M.A. 1953), the accused was charged with violating an order by his immediate commander.  The order was read to the accused by a Captain, who was the confinement officer.  The order restricted the accused to base by order of the Commanding General.  The accused did not obey the order and was charged with willful disobedience of a superior commissioned officer.  The court found that the specification was deficient because the Captain had only repeated the General’s order and the officer had no separate authority to give the order.
  The Court cited Winthrop’s treatise on military law extensively and noted that 

“In interpreting . . . Winthrop, the case of United States v. Hanold, 5 BR-JC 265, 275, states: 

‘....  In passing on the order of a superior, an intermediate commander could make the order his own by the use of clear and unmistakable language indicating that he was placing his own authority behind the order.  In such event, a subordinate who willfully disobeyed the order would intentionally defy the authority of the intermediate commander as well as that of the superior.  Where, however, the intermediate commander is simply the agency through which the superior transmits his order, a violation of the order cannot be charged as a violation of the command of the intermediate.’ [Emphasis supplied].”

Marsh, 11 C.M.R. at 51.


In the case at bar, the Petitioner is charged with willfully disobeying his superior commissioned officer, yet it cannot be seriously argued that these orders were issued by independent authority of the unit commander.  The order merely set the time and place for the accused to comply with the Secretary of Defense’s service wide vaccination program.  That being the case, the authority for the order has to come from a DoD or service directive.  The government has never even provided a copy to the defense nor relied upon such an order for the lawfulness of the order.


Regardless, even if the government relied upon that authority, in this class of cases, Congress withdrew the ability of the Secretary to forcibly vaccinate someone without his or her informed consent.  The federal law specifically removes the authority from the Secretary of Defense and vests it in the President, if the vaccine is either investigational or unapproved for its applied use.  That is exactly why this case must go to a fact-finder to resolve the issue as to whether the drug is unapproved for its applied use or investigational.  If it is either, then the officer who issued the order had no authority to do so and therefore the accused was not bound to obey it and cannot be convicted for failing to obey it.  To say then that the federal law provides only procedures for the Secretary of Defense to follow is false.  The law takes the decision about whether or not to vaccinate individuals with an investigational new drug or a drug unapproved for its applied use out of his hands.  The order to take it is a nullity if the drug is investigational because he has no authority to issue the order.  Thus, this case must be heard by a fact finder to decide if the drug fits within the ambit of 10 USC §1107.

B. U.S. Supreme Court case law and the highest military court decisions do not require an express statutory conferral of rights in order for the accused to plead the violation of regulations or federal law as a defense.
1. There is no requirement for “magic language” to confer rights upon service members in order to plead a federal law as a defense to an order.  Starting with United States v. Dunks, 1 MJ 254 (CMA 1976), military courts have allowed an accused to plead governmental violations of internal regulations as a defense to orders violations.  See also, U.S. v. Russo, 1 M.J. 134 (CMA 1974).  What these cases illustrate is that an accused may interplead service regulations as a defense to an orders violation “where the underlying purpose of such regulations is the protection of personal liberties or interests.”  Russo, 1 MJ at 135.  Russo has been cited for this holding to the present day.  Contrary cases in the military, analyzing the Supreme Court’s holding in U.S. v. Caceres, 440 U.S. 741, 749 (1979) make it clear that Caceres was somewhat special in that it involved the exclusion of otherwise relevant evidence and the Court was reluctant to apply the exclusionary rule without a Constitutional violation.  Moreover, Caceres makes clear beyond argument that “[a] court's duty to enforce an agency regulation is most evident when compliance with the regulation is mandated by the Constitution or federal law.”  Caceres, 440 U.S. at 749.  In the instant case, the accused could very well plead the DoD’s own internal regulations as a defense because there is a federal law mandating such a result. 
  Here, however, the accused is actually pleading the federal law as a defense.  Additionally, in Caceres the Court noted that “ unlike Bridges v. Wixon, the agency was not required by the Constitution or statute to adopt any particular procedures or rules” before it began the monitoring.  Caceres, 440 U.S. at 749.  In the Petitioner’s case, however, the agency (DoD) was absolutely required to and had adopted procedures for carrying out the immunization program.  The federal statute and Executive Order were both enacted for exactly those purposes.  Additionally, the Supreme Court in Caceres noted that “federal statutes impose no restrictions” on the recording, the governmental activity, and thus there was no suppression.  However, again, the Petitioner’s case is exactly what Caceres implied would have required suppression, or, more generally, notice by the Court of the regulations pleaded by the accused, specific statutory restrictions upon the governmental activity, giving vaccines to military members without their informed consent there.

2. This case is exactly one which the Caceres court said would allow a person to interpose the regulation, much less a federal law as a defense.  Here, a federal law is on point.  See Caceres, note 21, citing Miller v. United States, 347 U.S. 301 (1958).  See also Yellin v. United States, 347 U.S. 109 (1963).  Moreover, this case is one where a federal agency has the authority under the Administrative Procedures Act to enforce its regulations.  The FDA regulations in this area, which the accused has already interposed as a defense, require informed consent and were passed pursuant to authority granted under 5 U.S.C. §551 et seq.  See also 45 C.F.R. Part 46 and 21 C.F.R. part 50.  There is simply no logic for a holding that Congress must use the “magic words” of conveying substantive rights in a statute in order for an accused to plead the statutory violation as a defense.

3. The judge ignored Supreme Court case law because it wasn’t “military specific”.  Throughout argument, the judge continued to state that Caceres could not be controlling or binding authority, nor could U.S. v. Miller, nor Yellin v. United States, all because they were not “military specific”.  Such a decision is contrary to law, particularly in light of military cases interpreting Caceres, such as United States v. Dunks, 1 M.J. 254 (C.M.A. 1976) and others in a line interpreting Caceres and service specific, or even, Theater wide regulations.  There are cases which allowed accused to plead violations of internal regulations as a defense and others which have not.  See e.g., United States v. Russo, 1 M.J. 134 (C.M.A. 1975)(holding that “it is well settled that a governmental agency must comply with its own rules and regulations where the purpose of such regulations is the protection of personal liberties or interests”) but Cf. United States v. McGraner, 13 M.J. 408 (C.M.A. 1982)(holding that “not every regulation which deals with the administration of justice . . . is designed to create rights enforceable by the accused when he is brought to trial”).  It is important to note that in all of these cases, the court made a detailed analysis of the purposes of the regulation at hand and never required “magic words” for an accused to gain the regulation’s protection.  Moreover, none of the cases were reviewing a federal statute passed by Congress specifically for the situation at bar.  The judge leaned heavily upon United States v. Kohut, 44 M.J. 245 (C.A.A.F. 1996) and seemed to believe that Kohut stood for a much larger proposition than its language indicates.  Kohut reviewed JAGMAN §0124 and whether a commander who prosecuted an accused for the same offense he had already been convicted of in state court, where the JAGMAN required a commander to get higher approval from the Secretary of the Navy before proceeding with a court-martial.  It is important to look closely at Kohut because the case notes that failure to comply with the provisions of §0124 would not deprive the court of jurisdiction, but the Court notes that 0124 is a “policy” and not a binding regulation like the federal statute at bar.  Also, the Court points out “Cf. §0124(d).  (‘Limitations.’  Personnel tried by federal courts ‘shall not be tried by court-martial . . . for the same act or acts.)’”  This implies that if the section was titled ‘Limitations’ or somehow did not purport to be mere policy, then it would have been pleadable by the accused.  Again, nowhere does Kohut require some specific conferral of rights upon an accused.  Therefore, the judge’s reading in of such a requirement constitutes a denial of Due Process.  There is, quite simply, no authority or basis for the judge to rule as he did.  The judge erred by creating an insuperable burden upon an accused.  Such a ruling means that a superior may wantonly violate federal law, internal or other agency regulations, or federal law and an accused must obey if Congress didn’t use the magic words.  Such a requirement has no foundation and adds an additional requirement upon a criminal accused, which heretofore has not existed.

D. The program is an experiment as defined by federal law, regardless of whether or not it is a valid force protection measure.

There is no argument by the defense that the attempt to pre-treat sailors and marines from a perceived biological threat is a valid attempt at force protection – that statement, however, answers nothing about whether or not the program constitutes an experiment.  Research is specifically defined under FDA regulations
 and there are some specific exemptions from the definition – a force protection measure is not one of those exceptions.  The DoD cannot claim when it has filed an Investigational New Drug application and a clinical protocol for scientific research with human subjects in order to determine a different shot schedule (3 shots), different route of administration (intramuscularly), and for the exact indication (an aerosolized challenge) which it is now being administered for this exact substance that it is not conducting research as that term is defined under U.S. law by administering this vaccine to 2.4 million service members, with no studies completed on the long-term effects in human beings.  To say that it is a “time tested force protection measure” is no answer to the charge that it is an experiment.
  It is a non sequitur.  Dr. Michael Cohen and Dr. Meryl Nass will testify, if allowed to be called, that this program is an experiment and not a very good one.  The DoD is certainly gathering data on this vaccine that will contribute to the generalizable knowledge in this area.  Therefore, under federal law, it is an experiment.  Additionally, even the best motives do not remove this program from such a definition.  A drug is experimental if it is being used in a manner for which it was not licensed under FDA regulations.  If the drug is still in an investigational status and DoD is conducting long-term studies on its efficacy in animals, how is administering it to humans not an experiment?

III.  The defense need only rebut the presumption of lawfulness in order to proceed to trial.

The defense agrees with the government on the proposition that orders are presumed lawful.  However, such a presumption is rebuttable and can be overcome any number of ways.  For example, case law makes it clear that if an order attempts to regulate “purely” private conduct, it may be challenged.  U.S. v. Musguire, 25 CMR 329 (1958).  Also, if the order is not related to a valid military purpose, the accused may challenge the order’s legality.  U.S. v. Smith, 1 M.J. 156 (CMA 1975).  In addition, the MCM itself sets forth that if the order “interferes with statutory or constitutional rights” then it may be challenged.  MCM, (1998 ed.), Para. 14c.(2)(a)(iv).  See also Unger v. Ziemniak, 27 M.J. 349 (C.A.A.F. 1989).  In Unger, a female Navy LT challenged the validity of an order to provide a urine sample under direct observation by another woman.  Appellate case law had made clear the validity of the urinalysis program and an order to submit to such a search.  See Murray v. Haldeman, 16 M.J. 74 (CMA 1983).  However, the Court of Appeals for the Armed Forces, hearing Lt. Unger’s extraordinary writ for a finding that the order was unlawful, remanded the case back to the trial court for the finder of fact to determine if the conditions under which Lt. Unger had to submit a urine sample would constitute an “unreasonable search” or seizure under the Fourth Amendment.  See Unger, 27 M.J.  at 349.  More importantly, CAAF pointed out that “[i]n a prosecution for disobedience, lawfulness of the command is an element of the offense.  An order is presumed to be lawful, see United States v. Austin, 27 MJ 227, 231-32 (CMA 1988); but the presumption may be rebutted.”  Id. At 358-59 (emphasis added).  Again, it is important to note that CAAF found the order was for a valid military purpose, was not intended to regulate solely private conduct, and was, on its face, lawful – but Lt. Unger had raised a genuine issue about whether the circumstances under which she would be required to submit the sample would “interfere with statutory or constitutional rights”, namely, the Fourth Amendment.  In the instant case, the government has not even offered one shred of evidence on the lawfulness of the order and the judge has ruled that even a contrary federal statute cannot rebut the presumption!  The judge’s ruling is that the ONLY way that an accused can rebut the presumption is to have a “super-law” that specifically grants rights to accused servicemembers at court martial; otherwise, evidently, commanders may issue orders wantonly with no regard for local ordinances, regulations, or even federal laws, and an accused must obey because such laws do not have the magic words.  This ruling violates Due Process and creates an insuperable burden upon military accused.

Conclusion

WHEREFORE, Petitioner asks this Honorable Court to grant the relief requested in his petition.
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� The Petitioner has maintained from its first filing that this case has been mischarged by the government and that the true gravamen of the offense is a violation of Article 92.  See United States v. Marsh, 11 C.M.R. 48 (C.M.A. 1953).


� The military judge has not provided any specific reasoning for his ruling, nor has he addressed any specific point.  The defense proceeds upon this theory based upon the judge’s questions and focus during argument and the fact that the government has provided no evidence on the matter.


� The officer could not issue travel orders, an issue in the case.  The Court ultimately dismissed the charges because the underlying restriction was illegal.


� See 32 CFR 219.109-117, requiring informed consent before administering an IND.


� See 21 CFR 312(b)(3).


� Additionally, there is no evidence that vaccines used as pretreatments are “time tested” or provide any “force protection”.  The single instance where the DoD used vaccines as pretreatments for biological weapons was an unmitigated disaster.  See legislative history of 10 USC §1107 and hearings on PB and BT.  That “time tested force protection” effort resulted in 10 USC §1107.  Vaccines, used for their licensed, intended purpose to prevent naturally occurring illnesses, are a valid, time-tested force protection measure.
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