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Mr. 

IN THE SENATE OF THE UNITED STATES 

(for himself) introduced the following bill; which was read twice and referred to 
the Committee on 

A BILL 
To empower Federal and State law enforcement officials to identify, arrest and 
incarcerate violent criminals and to enforce conditions of probation, parole and pretrial 
release which prohibit the possession or use of firearms or other deadly weapons and 
other purposes. 

Be it enacted by the Senate and House of Representatives of the United States of America 
in Congress assembled, 

SECTION 1. SHORT TITLE, TABLE OF CONTENTS. 
(a) SHORT TniE.—This act may be cited as the "Armed Criminal Act of 

1997". 
(b) TABLE OF CONTENTS.—The table of contents is as follows: 

Sec. 1. Short Title, Table of Contents. 
Sec. 2. Findings. 
Sec. 3. Definition. 
Sec. 4. ApplicabUity. 
Sec. 101. Mandatory Prison Tenms for Carrying, Using, or Discharging a Fireami In 

Violation of Federal Probation, Parole or Pretrial Release: Possession of Fireaim 
by Felon and Others. 
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Sec. 102. Delegation of Authority to Enforce Conditions of Probation, Parole or Pretrial 
Release. 

Sec. 103. National Crime Infomiation Center. 
Sec. 104. Required Conditions for Violent Felons on Federal Probation, 

SEC. 2. FINDINGS. 
The Congress finds that— 

(a) A small percentage of criminals are responsible for the vast majority of 
violent crime, many of whom are on probation or parole; 

(b) Every day 14 people are murdered, 48 women are raped, and 578 people 
are robbed by persons who have been caught, convicted and then released on probation 
or parole; 

(c) 30% of all murders are committed by persons on probation or parole, 
(d) 22% of all police officers killed are killed by persons on probation or 

parole; 53% ofthe killers had a prior conviction history; 
(e) Probation and parole are generally granted to subjects under conditions 

designed to promote rehabilitation of the offender and public safety; 
(f) Those conditions normally include a prohibition on the purchase, use or 

possession of any dangerous weapon including firearms; 
(g) The Congress also finds that juvenile crime to be a national priority 

because; 
(\) The number of juveniles arrested for violent crimes has increased 

nearly 60 percent over the last ten years; 
(2) From 1982 to 1993 the number of murder cases involving 

juveniles increased 128 percent. Adult arrests for murder over the same period increased 
8.6 percent. In 1992, there were 2,580 persons under 18 arrested for murder—33 were 
12 years or younger, 271 were 13 or 14; 

(3) From 1988 to 1992 juveniles involved in aggravated assaults 
increased 80 percent to 77.900 in 1992. Homicides increased 55 percent to 2.500, 
robberies went up 52 percent to 32,900, and rapes rose 27 percent to 5,400. Overall, 
juvenile court cases increased 26 percent to almost 1.5 million cases; 

(4) From 1988 to 1992 transfers of juveniles to aduh court increased 
68 percent to 11,700 cases; 

(5) Of 1,471,200 juvenile court cases in 1992, personal offenses were 
up 56 percent to 301,000; property offenses were up 56 percent to 842,000; public order 
offenses were up 21 percent to 255,900; 

(6) Young people 12 to 18 are the most frequent victims of violent 
crime; they are raped, robbed, or assaulted at 5 times the rate of adults age 35 or older. 
One juvenile in 13 was a victim of violent crime in 1992—up 23 percent since 1987; and 
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(7) In 1992 there were 6,6 million violent crimes in the United 
States—23 percent of the victims were juveniles. The juvenile victimization rate was 
74.2 cases per 1,000 juveniles compared to the 13.9 cases per 1,000 people 35 or older, 

SEC. 3. DEFINITION. 
(a) PROBATION AND PAROLE.—The terms "probation" and "parole" mean a 

situation where a person who has been convicted of a crime has conditions placed on his 
or her behavior in lieu of incarceration. 

SEC, 4. APPLICABILITY 
(a) PREEMPTION.—^This Act shall preempt and supersede other Federal or 

State laws only to the extent any such law is inconsistent with this Act. Any issue arising 
under this Act that is not governed by the provisions of this Act shall be governed by 
applicable Federal or State law. 

(b) SEVERABILITY.—If any provision of this Act or the application of any 
such provision to any person or circumstance is held invalid, the remainder of this Act 
and the application of any provision to any other person or circumstance shall not be 
affected thereby, 

SEC. 101. MANDATORY PRISON TERMS FOR CARRYING, USING, OR 
DISCHARGING A FIREARM IN VIOLATION OF FEDERAL PROBATION, 
PAROLE OR PRETRIAL RELEASE; POSSESSION OF FIREARM BY FELON 
AND OTHERS. 

(a) Sections 924(cX2) and 924(cX3) of TiUe 18, United Sutes Code, are 
amended to read as follows: 

"(2XA)(i) A person, including a juvenile, who in violation of a condition of 
probation, parole, or pretrial release for a serious violent felony (including a crime of 
violence that provides for an enhanced punishment if committed by the use of a deadly or 
dangerous weapon or device) for which the person was prosecuted in a court ofthe 
United States— 

"(I) knovdngly purchases or possesses a firearm or other deadly 
weapon, shall, in addition to the sentences otherwise imposed or reinstated for the 
violation of a condition of probation, parole, or pretrial release or for the violation of any 
other law, be sentenced to and serve not less than 5 years of imprisonment; 
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"(II) knowingly uses a firearm or other deadly weapon shall, in 
addition to the sentences imposed or reinstated for the violation of a condition of 
probation, parole, or pretrial release or for the violation of any other law, be sentenced to 
and serve not less than 10 years of imprisonment; 

"(III) discharges a firearm or uses another deadly weapon with 
the intent to injure another person, shall, in addition to the sentences imposed or 
reinstated for the violation of a condition of probation, parole, or pretrial release or for 
the violation of any other law, be sentenced to and serve not less than 30 years of 
imprisonment, 

"(IV) except that if the firearm is a machine gun or destmctive 
device or is equipped with a firearm silencer or firearm muffler, the person shall, in 
addition to the sentences imposed or reinstated for the violation of a condition of 
probation, parole or pretrial release or for the violation of any other law, be sentenced to 
life imprisonment. 

"(ii) Mandatory Arrest—A person, including a juvenile, who is on 
probation, parole, or pretrial release shall be anested and charged under this subsection if 
the investigating officer has probable cause to believe that such person has violated this 
subsection. A person, including a juvenile, who the investigating officer has probable 
cause to believe has violated section 922(g) shall also be arrested and charged under that 
section. 

"(iii) No Bail or Pretrial Release—A person, including a juvenile, who 
has been charged under this subsection with purchasing, possessing, using or discharging 
a firearm or other deadly weapon in violation of a condition of probation, parole or 
pretrial release, or is charged with violating section 922(g) shall be presumed to be a 
danger to the community and held without bail or pretrial release. 

"(iv) No Plea Bargain—If the evidence available to the United States 
Attorney clearly indicates a violation of this subsection or section 922 (g) then the United 
States Attomey shall seek a conviction and sentence consistent with this subsection or in 
the case of a person charged under section 922(g), consistent with section 924(a)(2). 

"(v) Mandatory Sentence—A person, including a juvenile, convicted 
under this subsection shall be sentenced by the court consistent with this subsection 
unless the court finds in a written declaration in open court that section 3553(0, as 
amended, applies. A person, including a juvenile, sentenced under this subsection shall 
serve the sentence imposed under this subsection consecutively to any period of 
imprisonment imposed or reinstated due to the violation of a condition of probation, 
parole, or pretrial release or imposed for violating any other law. A sentence under this 
subsection shall not be imposed in lieu of reinstating, or sentencing the defendant to, any 
period of imprisonment due to the violation of a condition of probation, parole, or 
pretrial release or violation of any other law. Notwithstanding any other provision of 
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law, the court shall not place on probation or suspend the sentence of any person 
convicted of a violation of this subsection, nor shall the term of imprisonment imposed 
under this subsection mn concurrently with any other term of imprisonment. 

"(vi) A juvenile convicted of a violation of this subsertion shall serve 
his or her sentence in a secure juvenile facility until reaching 18 years of age at which 
time he or she shall be transferred to a aduh facility to serve the remainder ofthe 
sentence. 

"(3) For purposes of this subsection: 
"(A) The temi serious violent felony means— 

"(i) A crime of violence; or 
"(ii) A serious violent felony (as defined in section 

3559(c)(2)(F)). 
"(B) The term crime of violence means an offense that is a felony 

and— 
"(i) Has as an element the use, attempted use, or threatened use 

of physical force against the person or property of another; or 
"(ii) That by its nature, involves a substantial risk that physical 

force against the person or property or another may be used in the course of committing 
the offense. 

"(C) The term juvenile means any person under 18 years of age. 
(b) The language afler Section 922(g)(9) of Titie 18, United States Code, is 

amended to read as follows: 
"to ship or transport in interstate or foreign commerce, or possess in or affecting 

commerce, any firearm or ammunition; or to receive or possess any firearai or 
ammunition which has been shipped or transported in interstate or foreign commerce," 

SEC. 102. DELEGATION OF AUTHORITY TO ENFORCE CONDmONS OF 
PROBATION, PAROLE OR PRETRIAL RELEASE. 

(a) The Federal govemment hereby grants its authority to enforce conditions 
of probation, parole, or pretrial release for persons under its continuing supervision to 
duly appointed Federal, State and local probation, parole and swom law enforcement 
officials when those officials have been notified by official means of the individual's 
probation, parole, or pretrial release status. Such persons shall include those convicted or 
awaiting trial in courts in the District of Columbia, the Virgin Islands, Puerto Rico and 
any other area under the authority of the United States but not within a state. An official 
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operating under the authority delegated by this section shall for all purposes be 
considered a probation or parole officer. 

(b) A probation, parole or swom law enforcement official may rely on official 
documents, transmissions, or other official communications regarding an individual's 
status and the conditions of probation, parole, or pretrial release imposed upon that 
individual. 

(c) Public school officials are authorized under this seaion to enforce 
conditions of probation, parole, or pretrial release imposed upon a student. Such public 
school officials may exercise this authority only when officially notified in writing ofthe 
student's status and the conditions of probation, parole, or pretrial release imposed upon 
that student. 

(d) Upon request by a State, the Attomey General shall order a probation 
officer to supervise any person who is on probation or parole under State law and has 
traveled to a different State afler the imposition of such probation or parole. Any person 
so supervised shall be under Federal jurisdiction during the period of supervision and 
shall, during that period be subject to all laws of the United States which pertain to 
probationers or parolees, as the case may be. 

SEC. 103. NATIONAL CRIME INFORMATION CENTER. 
(a)(1) The Attomey General shall direct the YBVs National Crime Information 

Center to make the name, photograph, criminal background and criminal justice status of 
all persons on Federal probation, parole or pretrial release available to all member law 
enforcement agencies. Such information shall include any conditions of probation, 
parole, or pretrial release imposed on such probationer, parolee, or person on pretiial 
release. 

(2) The Attomey General shall direct the National Crime Infonnation Center 
to make available such information regarding all criminals convicted or awaiting trial in 
courts in the District of Columbia, the Virgin Islands and Puerto Rico. 

(3) The Attorney General shall dirert the National Crime Information Center 
to solicit such information from all State and local law enforcement, judicial and 
corrections agencies and make such information available to all member law enforcement 
agencies. 

SEC. 104. REQUIRED CONDITIONS FOR VIOLENT FELONS ON FEDERAL 
PROBATION, 

After the second subsection (4) of paragraph (a) in Section 3563 of Titie 18, 
United States Code, the following is added: 

"(5) for a crime which meets the defmition in section 924(cK3XA), as 
amended, or for a person previously convicted of a crime which meets the definition in 
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section 924(c)(3)(A), as amended, that the defendant refrain from possessing, carrying, 
or using a fu-earm or other deadly or dangerous weapon or device. 

"(6) for a crime which meets the definition in section 924(cX3)(A), as 
amended, or for a person previously convicted of a crime which meets the definition in 
section 924(c)(3)(A), as amended, that the defendant submit to a search requested by 
probation or law enforcement persormel. 

"(7) for a crime which meets the defmition in section 924(c)(3)(A), as 
amended, or for a person previously convicted of a crime which meets the definition in 
section 924(c)(3)(A), as amended, that the defendant attempt to register a current address 
with and provide DNA samples, photographs and a complete criminal history to the 
nearest law enforcement agency and to update such law enforcement agency within 10 
days of any change in the defendant's circumstances and in the case of a defendant who 
moves to a new jurisdiction the defendant shall register with the new jurisdiaion." 
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ARMED CRIMINAL COMPREHENSIVE ACTION PROGRAM 
(ACCAP) 

Zero Tolerance for Violent Felons with Guns 

I. Require Conditions for Violent Felons on Probation or Parole: 

A. Not carry a deadly weapon 
B. Submit to search of person, vehicle, home 

II. Require dissemination of names of probationers and parolees to law enforcement 
with conditions of probation and parole, 

III. Delegate the authority to enforce conditions of probation and parole to all uniformed 
law enforcement officers. 

IV. Require all violent felons on probation or parole to register with police and give 
criminal history, photo, and DNA samples. 

V. Provide information technology to disseminate this information to police on patrol. 

VI. Provide positive identification technology for patrol officers. 

Vn. Provide search technology to allow discovery of weapons without invasive search. 

VIII. Establish a criminal analysis unit to direct police patrols to high crime areas and 
criminal suspects. 

IX, Train officers in the use of information technology, search technology, and use of 
crime analysis, 

X. Mandate arrest and charge by police when weapon is found on covered individuals 

XI. Mandate pre-trial detention. 

Xn, Mandate prosecution (no discretion). 

XIII. Mandate sentences with departures based on guidelines. 
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ARMED CRIMINAL ACT 

Zero Tolerance for Violent Felons with Guns 

I, Required Conditions for Violent Felons on Probation or Parole. 

A. Not carry a deadly weapon 
B, Submit to search of person, vehicle, home 

II. Require dissemination of names of probationers and parolees to law enforcement 
with conditions of probation and parole. 

HI. Delegate the authority to enforce conditions of probation and parole to all uniformed 
law enforcement officers. 

IV. Require all violent felons on probation or parole to register with police and give 
criminal history, photo, and DNA samples, 

V. Provide information technology to disseminate this information to police on patrol. 

VI. Provide positive identification technology for patrol officers. 

VII. Provide search technology to allow discovery of weapons without invasive search. 

VITI, Establish a criminal analysis unit to direct police patrols to high crime areas. 

IX. Train officers in the use of information technology, search technology, and use of 
crime analysis. 

X. Mandate arrest and charge by police when weapon is found on covered individuals. 

XI. Mandate pre-trial detention. 

XII. Mandate prosecution (no discretion). 

XIII. Mandate sentences with departures based on guidelines. 
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BACKGROUND INFORMATION 

rriminal Disnnmament Project 

Mission: Deter violent felons from carrying deadly weapons by making as certain as 
is humanly possible that should they carry a weapon, they will be detected, arrested, 
detained, prosecuted, convicted, and sentenced and serve a minimum of five fijU 
years of confinement. 

• literature on certainty of punishment as a deterrent 

• length of sentence as a deterrent 

• number of parolees, probationers, violent felons in general population 

• crime rate among this population 

• study on carrying weapons by parolees 

• number of guns in circulation 

• literature on Drug Courts 

• get studies of failure to enforce gun laws 

• studies on failure to enforce conditions of probation or parole 
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POLITICS & POLICY 

Prosecutors Strategy Scrambles Gun-Control Alliances 
By D»»'iD S. CLOUD 

RICHMO.VD, va.-DaMd Schiller says 
he can maKe a federal case out or jus: about 
javitiing involving grnis. He's nght. 

For the past two years. Mr. Scfiiller has 
used his powers as an assistant L',5. anor-
ney to trajisfer mundane arrests by local 
poiice here to the federal coun system. His 
zealous pursuit of almost anyone catu t̂ vl-
ulaiing even the most obscure federal gun 
law has sent 200 people to prison, wmch 
Mr. Schiller's supponers say helps explain 
a dramatic drop in tlie city 's homicide rate. 

.Vov this seemingly simple idea - feder-
aiizinj flreams cases-is scrambling al­
liances in the national gun-control debate. 

Schiller s campaign, dubbed Projea 
Exile. 13 backed by both the National Rifle 
.\ssKiatlon and some ardent gun-concrol 
advxates. mcluding a tew big-aty may­
ors, Congress wants to implemem Project 
Exile m otner cities, but the Clinton admin­
istrarion is loath to divert money and st-
[snUon rrom its own antlgun inluanves to 
one Backed by Its nemesis, the NTtA. 

The battle over Project Exile heats up 
when Congress returns from its summer 
recess to finish work on next year s budfet. 
Supporters will lobby hard for tnore 
money, and some Republicans see a 
chance to embarrass the president if the 
aomimstranon opposes a gec-iouen solu­
tion on one of Mr. ainton's pet issues. 

A career prosecutor, uie i3-year'«ia Mr. 
Schiller didn't mean to get in tJie middle of 
a poliucal storm, but his relentless evange­
lizing has made hiro a muiicelebnty here 
and a tnom in tfie side of Justice Depart­
ment officials in Washington, 
Lone Ranger' 

• Some people ihmK Schiller's BUis.' 
says Richmond defense attomey David 
Boone, ' is he overaealous? Absolutely, but 
he 5 like the Lone Ranjer: He's on a mis-
iion. 

For years. Conrress has been expand-
inzThe reach of federal jun laws, making it 
reijtively easy tc bring these cases. But 
;oui prosecutors tooK the Bait unnl Mr. 
jcmiler started using the little-noilced 
laws 10 prosecute not only well-armed drug 
dealers, but middle-aged wife-beaters who 
nappen to keep a gun in the closet. The 
mandatory trteral sentences are suffer 
i.nin those generally iiven in state courts. 

Has It made a differenced' Througtwut 
the 1990s, Richmond vis one of the coun­
try s most violent cities, but now things are 
improving. There have been 39 gun-related 
tiomicides in Richmond so far this year. H 
fewer than last year at this time. Violent 
cnme has been falling nationwide, but Mr. 
Scniller claims to be altermg criminal be­
havior on the street, "What we're finding 
IS tnat a lot of dopers are no* bemg ar­
rested wiinout anv guns on them."" he says. 

Mr, Schiller and his boss. U.S. AtiorTie>-
Helen Pahey, have gone to Washington re­
peatedly to plead with senior Jusiice De­
partment officials for more pnjsecutor? 
and agents, but with Unle success, "We 
could do more cases if we had more help."" 
says Ms. Fahey. a Chnton appointee, 

Kem Markiis. Attorney General Janet 
Reno's top aide on pm ̂ olence until leav­
ing last month to leach law, dismisses Pro-

; ; ^ c t uses drugs, i.e.. 

coca.T̂ e. nero-n. 

maPiuana. 

Mosi suspects 

1 admit ui!2a*"° 
Wat's all *en«fl 

\ tomakeatederal 
gun case. 

ConvicTBO fBion (saie or feoerai) 
faiSfifiwfK) has fled anothar stare 
UntJerinajctmem for a felony 
Sobjea to a restraining am̂ r 
Dfug user or afldia 
Mental defective 
Illegal alien 
Dishonorably discftarged 
f*"'"'""S<i, flomestic vinlBnri 
Obliterated serial n..mF«a, 
Sawed-off weapon 
SLolenounfiidefBnaant knows) 

Cut Uril tar tOfI 

cnme and high-level drug tratfidong. " I 
don't think there's any empirical evi­
dence" that Rjchmond s falling munter 
r»te is related to Pitjjea Exile, says Mr. 
Markus. 
Mixed Views in Richmond 

Richmond officials applaud Mr. 
Schiller's efforts, but worry about the long-
term social conseauences of such dracon­
ian meaxuRS. "There's got to be solutions 
other than Exile." Mid Police Chief Jeny 
ouver. a suppotier ol the profrain. "As an 
AfTicao-American male Fm dismayed at 
what we have lo do to maintain safety." 

The NBA embraced Project Exile as the 
embodiment of Its anacun-coninl do^ 
trine: Gil tough on crime, not guns. "It 
says with deadly accuracy that gtmi ai« 
tor the law-abiding," asserts NRA Execu-
ave Direaor Wayne LaPierre. who is lob­
bying lawmakers to expand the prtigram to 
dozens of cities. "That hasn't been said 
anvwhere else in the country, and it is 
chinging cnminal benavior ui Rlcb-
mond." 

Mr. Schiller disagrees with the NRA 
on gun control and worries that its back­
ing (or his program eouia overshadow its 
accomplishment. But the group's suppon 
was key to geiung the program otit the 
ground. At first. Rlcnmond"s conservative 
business community was lukewarm about 
It. Mr. SchiUer says, because of early 
NHA hostility. When he asked for an en-
donement. he says the NRA denounced 
him as an antigun zealot from the "Clin­
ton-Reno empire." 

A subsequent appeal thnugti a friend of 
a friend of Mr. Schiller's brought a closer 
look from Mr, LaPierre. Since ihen. the 
.NRA has spent more than 523,000 promot­
ing the program, including a siiable gill to 
a nonprofit foundation that publicizes Pro­
ject Utile s harah consequences on radio, 
television and bUlboards. For balance, Mr, 
Sculler also sought out Handgun Control 
Inc.. Whose chairwoman. Sarah Brady, 
called Project Exile s rtsuJis • impres­
sive.'" though not a panacea. 
Odd Panneishlps 

other odd alliances are forming as well. 
In June. f̂RA President Chariton Hesion 
joined fortes wnh Philadelphia Mayor Ed 

womes that trying Project Exile in a city 
with seven tmes more people than Rich­
mond is unpracdeal and Riigtit s»amp the 
courts. 

NevetTheless. last month flie Senate ap-
pttjveo an amenoment by peimsyivanja 
Republican ATlen Specter requiring (he 
Justice Department to spend Sl.5 milhon 
aa five pitjsecutoi? and 10 investigators to 
prosecute gun cases in pnuadelphia. which 
averages over 400 miirdeR a year. New 
Jetwy Sen. Ptanlt LautenberK, a prn-guii-
control Democrat, secured 1800,000 for a 
similar effort in neait)y Camden. 

The NRA bought a full-page ad in USA 
Today earlier this month, prodding Presi­
dent Clinton to suppon the Pmiadelphia 
appropnanim: "Instead of giving us an­
other press conference about more gun-
contiDl laws." it said, give ua one city. Let 

us try crime fightrng our way-the Project 
Exile way. • 

The ad annoyed Mr. Renoell. whose 
White House lobbying effons received a 
poUie but noncommiiui response. Still, rie 
says. "U It stops only sue murders a year, 
I've got to be tor It. . . The White House 
may distrust the NRA, but I've got to over­
look that.' 

In Richmord. Mr. Schiller works on j 
shnestrmg, He has merchants pass out 
black cards warning. "An illegal gun gets 
you 5 years in federal prison.' He hands 
out laminated cards to the police eTplam-
ing the basics ol federal gun statutes. For 
example. It s a federal cnme ID cany j 
weapon while possessing illegal drugs 
"Most suspects will deny dealmg but read­
ily admit using," the card reads. "Thai ? 
all we need to make a federal ^ case. 

Just ask Shuler Cox. 19 year̂  old. Ht 
was arrested with a small amount of ĉ ac'̂  
cocaine and marijuana-and a .45-caliber 
semiautomatic in his car, A federal }ur: 
convicted him of drug ana gun ctiarges 
Now, despite an otherwise clean record, 
he's facinB seven years in a federal peni. 
tentiary. 'When I turned It, 1 got mto the 
drug scene, and I Just ihoughi that having 
a weapon by my side wouldn't let nobody 
get to me:'*-etpiajns Mr. Coi, who never­
theless clahns the gun wasn't his and is ap-
peabne-

On tne otner hand, some dajieertius of­
fenders v t now off the streets. Melvin 
•"Bug" Smith, a 22-year-old member of a 
gang called the "Bottom Group." was 
pulled over on a routine traffic stop and 
ended up getting 16 years for drug and 
(ireann convictions. Once he was behind 
bat?, wimesses came forward and impli­
cated him in five murders. He was indicted 
on tnose charges by state prosecutors ear­
lier this month. 



October 13, 1998 
To: Michael Waldman, Tom Freedman 
From: Paul Glastris 
Re: Policy idea-Action the POTUS can take now, by executive order, to combat a major health 
problem 

Probiem: Every year, an estimated 100,000 Americans die because of adverse reactions to FDA-
approved drugs taken as directed (JAMA, April, 1998). The press has given major coverage to 
incidents of this problem, most recently with the anti-impotence drug Viagra (69 deaths 
associated with Viagra so far) and the diet drug fen phen (pulled off the market this spring when 
it was found to poke holes in heart valves). 

Cause of problem: When the FDA approves a new drug, it does so on the basis of studies that, 
though rigorous, are performed on small samples of relatively homogeneous patients over a short 
period of time. Once a new drug hits the market, however, physicians prescribe it to a vast and 
various pool of patients. Some subgroups of that pool often tum out to be vulnerable to the 
medication (in the case of Viagra, older men on heart medication). This problem is more acute 
now than in the past because the FDA is approving drugs at nearly double the rate of five years 
ago, thanks to congressional action in 1992. On balance, this policy makes sense: quicker drug 
approval lowers r&d costs for drug companies, which means more innovative medicines, and it 
means patients who can benefit from new drugs get access to those drugs faster. 

But the current system has a fatal flaw: no entity is responsible for systematically and proactively 
looking to see what problems newly-approved and on-the-market medicines might be causing in 
patients, especially in vulnerable subgroups. By law, the drug companies must report to the FDA 
any cases of adverse reactions they happen to come across. From these reports and other 
information that the FDA happens to come across, the agency then changes waming labels or 
pulls the dmg from the market. But the haphazard way the data is collected causes delays that 
kill or injure thousands. The antihistamine Seldane was on the market for five years and about to 
be given over-the-counter approval before it was discovered to cause a lethal heart arrhythmia. 

Ultimate solution: Some entity must be given the task of aggressively surveying patient 
reactions to new FDA-approved dmgs. A useful model is the Centers for Disease Control. The 
CDC is renown for its ability to predict and prevent the spread of diseases such as new flu strains 
by proactively surveying physicians, clinics, and hospitals all over the nafion and the world 
looking for signs of trouble. Govemment agencies in England and France monitor adverse 
reactions to dmgs in a similar way. Several U.S. govemment agencies have some or all of the 
expertise to do so, including the CDC, the NIH, and the Agency for Health Care Policy and 
Research (AHCPR), as well as the FDA. One of these agencies (probably not the FDA for 
conflict-of-interest reasons) could be given this mission, or a new board, modeled after the AIDS 
commission, could be empowered to administer an interagency effort. Of course, any of these 
options would require congressional approval and considerable funding. 

Action the POTUS can take now, without congressional approval: The president has the 
authority to create a commission or advisory board to research the problem of adverse drug 



reactions and recommend solutions. He also is about to be given the funds, and the implicit 
congressional approval, to do the job right. In the FDA Modernization Act of 1997, Congress 
authorized the AHCPR to spend $3 million to create something called the Centers for Educafion 
and Research in Therapeutics (CERTs), which would involve medical schools in coordinated 
epidemiological research on the effects of new FDA-approved dmgs. It looks like money to fund 
this effort is being appropriated. AHCPR is slated to get a hefty $26 million budget increase in 
both the House and Senate versions ofthe Labor/HHS appropriations bills, and AHPCR director 
John Eisenberg has said that about $1 million of that will go to start up CERTs. 

Advocates of CERTS, however, argue that doling out that piddley $1 million as grants to 
epidemiologist at regional med schools will do virtually no good. Better to spend some or all of 
it on a splashier project—say, a commission headed by C. Everett Koop and including Sen. Bill 
Frist, a Republican and a physician who backs the idea of creating a CDC-like agency to monitor 
post-market dmg reactions. 

A moment to announce such a commission and get maximum press coverage may be at hand. 
Within the next two months, the New England Joumal of Medicine is probably going to publish 
an article calling for the creation of an independent govemment board to monitor adverse re 
actions to new FDA-approved dmgs. 
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