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Senate 
The Senate met at 2 p.m. and was 

called to order by the President pro 
tempore (Mr. LEAHY). 

PRAYER 
The Chaplain, Dr. Barry C. Black, of-

fered the following prayer: 
Let us pray. 
Our Father, be with us not only in 

great moments of experience but also 
during mundane and common tasks of 
life. Through the power of Your Spirit, 
may our Senators mount up with wings 
like eagles, running without weariness 
and walking without fainting. Lord, 
give them the wisdom to be patient 
with others, ever lenient to their faults 
and ever prompt to appreciate their 
virtues. Rule in their hearts, keeping 
them from sin and sustaining their 
loved ones in all of their tomorrows. 
Surround them with the shield of Your 
favor, as You provide them with a fu-
ture and a hope. 

We pray in Your sovereign Name. 
Amen. 

f 

PLEDGE OF ALLEGIANCE 
The President pro tempore led the 

Pledge of Allegiance as follows: 
I pledge allegiance to the Flag of the 

United States of America and to the Repub-
lic for which it stands, one nation under God, 
indivisible, with liberty and justice for all. 

f 

RECOGNITION OF THE MAJORITY 
LEADER 

The PRESIDENT pro tempore. The 
majority leader is recognized. 

f 

NATIONAL DEFENSE AUTHORIZA-
TION ACT FOR FISCAL YEAR 
2014—MOTION TO PROCEED 
Mr. REID. Mr. President, I move to 

proceed to Calendar No. 91, S. 1197. 
The PRESIDENT pro tempore. The 

clerk will report the bill by title. 
The legislative clerk read as follows: 
Motion to proceed to Calendar No. 91, S. 

1197, a bill to authorize appropriations for 
fiscal year 2014 for military activities of the 
Department of Defense, for military con-

struction, and for defense activities of the 
Department of Energy, to prescribe military 
personnel strengths for such fiscal year, and 
for other purposes. 

DRUG QUALITY AND SECURITY ACT 

Pending: 
Reid amendment No. 2033, to change the 

enactment date. 
Reid amendment No. 2034 (to amendment 

No. 2033), of a perfecting nature. 
Reid motion to commit the bill to the 

Committee on Health, Education, Labor and 
Pensions, with instructions, Reid amend-
ment No. 2035, to change the enactment date. 

Reid amendment No. 2036 (to (the instruc-
tions) amendment No. 2035), of a perfecting 
nature. 

Reid amendment No. 2037 (to amendment 
No. 2036), of a perfecting nature. 

Mr. REID. I now ask unanimous con-
sent that the cloture motion with re-
spect to H.R. 3204, the pharmaceutical 
drug compounding bill, be withdrawn, 
the pending motion and amendments 
be withdrawn, and the Senate vote on 
the passage of the bill. 

The PRESIDING OFFICER (Mr. 
KAINE). Without objection, it is so or-
dered. 

The bill (H.R. 3204) was ordered to a 
third reading and was read the third 
time. 

ANIMAL DRUG COMPOUNDING 
∑ Mr. ISAKSON. Mr. President, I wish 
to thank Mr. ALEXANDER for his work 
on this legislation. I am happy to see 
that all sides have been able to reach 
an agreement on clarifying the over-
sight of large compounding facilities, 
while also ensuring that patients con-
tinue to have access to customized 
medicines at their local pharmacy. I 
am grateful to the chairman and rank-
ing member for clarifying that the in-
tent of this legislation is to maintain 
current law with respect to patients’ 
and physicians’ access to drugs com-
pounded for office use. I am also very 
encouraged that we are finally moving 
forward on creating a uniform national 
standard for the pharmaceutical supply 
chain, which will allow patients to 
have more confidence in the safety of 
the drugs they receive while also en-
suring that national distributors and 

third-party logistics providers do not 
face the burden of dealing with a con-
fusing and inconsistent patchwork of 
State-by-State rules. 

I would like to take a moment to dis-
cuss an issue that is not directly ad-
dressed in the bill before us. I have 
heard from my constituents that there 
are serious problems, similar to the 
ones we are seeking to address today, 
with the inappropriate compounding of 
animal drugs. As with human drugs, 
mass production of compounded animal 
drugs with inadequate safety standards 
has resulted in suffering and death. 

While the compounding of animal 
drugs according to a prescription from 
a veterinarian for an individual patient 
is legal, necessary, and appropriate, it 
is important to draw a line between 
compounding and manufacturing. I am 
especially troubled by reports that 
some entities characterizing them-
selves as ‘‘compounding pharmacies’’ 
are producing large quantities of ani-
mal drugs that are essentially copies of 
FDA-approved products. They are then 
mass-marketed as cheap alternatives 
to approved products, without being 
subject to any of the safety require-
ments and quality controls that manu-
facturers must comply with. 

As with human drugs, the FDA has 
had mixed success in taking enforce-
ment action against questionable or 
abusive animal drug compounding 
practices. While I understand that ani-
mal drug compounding raises com-
plicated issues that the bill before us 
does not address, I want to make it 
clear that the absence of animal drug 
provisions in this legislation does not 
constitute an endorsement of the sta-
tus quo. I hope that in the months 
ahead, Congress can begin to inves-
tigate the issues surrounding animal 
drug compounding in more depth, with 
an eye toward spurring the FDA to 
make this a higher enforcement pri-
ority. 
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Mr. ALEXANDER. Mr. President, I 

agree that there are issues associated 
with animal drug compounding that 
should be examined. This bill does not 
change the current animal drug regu-
latory structure, and it is my hope that 
FDA would exercise its current en-
forcement authorities, as well as work 
with State pharmacy boards, to ensure 
that the law is being followed with re-
spect to animal drug compounding, in-
cluding compounding from bulk chemi-
cals and the copying of approved drugs. 
In addition, Congress should utilize its 
oversight authorities to ensure that 
the agency acts accordingly. I plan to 
work with my colleagues in the Senate 
and the House to ask the Government 
Accountability Office to look at 
compounding of animal drugs. 

Mr. ISAKSON. I thank the chairman, 
and I look forward to working with 
him.∑ 

ACCESS TO COMPOUNDED DRUGS 
Mr. ALEXANDER. Mr. President, I 

have been working very hard with Sen-
ator HARKIN, members of the HELP 
Committee, and members of the House 
Energy and Commerce Committee on 
legislation to provide options for pa-
tients and providers who want com-
pounded drugs made in FDA-regulated 
facilities. As we debate this bill today, 
I want to make clear that all involved 
on this legislation have no intent of 
limiting patient or provider access to 
quality compounded drugs that fill a 
clinical need. 

The process in the HELP Committee 
began as soon as news of the outbreak 
broke in Tennessee, and I cannot thank 
enough the folks at the Tennessee De-
partment of Health, including Dr. 
Kainer, for all their good work that 
prevented so many further cases and 
lives being destroyed. 

We have been working very hard to 
reach an agreement on how 
compounding should be regulated—and 
we have come a long way. Stakeholders 
including pharmacists, public health 
groups, and the FDA, have been sitting 
around a table to find a consensus solu-
tion. We have made good progress, and 
I want to talk about this legislation. 

For traditional pharmacy, currently 
regulated under 503A of the Food, Drug, 
and Cosmetic Act, we strike the provi-
sions found unconstitutional by the 
Supreme Court related to marketing. 

In addition, and what will help pre-
vent another New England 
Compounding Center, NECC, the Drug 
Quality and Security Act establishes a 
completely separate and distinct sec-
tion 503B that authorizes FDA to regu-
late an optional category for larger 
compounding facilities. Sterile 
compounding facilities that do not 
want to comply with the patchwork of 
State laws and requirements can 
choose instead to have FDA regulate 
their compounding. 503B establishes 
rigorous quality standards, registra-
tion, adverse event reporting, inspec-
tions, and fees. If there are unintended 
consequences to this legislation, I 
stand ready to work with my col-

leagues and provide necessary over-
sight. 

It has been almost 10 years since the 
Supreme Court decision that left a 
great deal of uncertainty in the regula-
tion of pharmacy compounding. We 
clarify that 503A applies nationwide, 
and create an FDA regulated source for 
sterile compounded drugs. Nothing in 
the legislation is intended to limit ac-
cess to quality compounded drugs for 
providers and patients or alter the 
practice of medicine but, rather, create 
a whole new alternative for safe 
sources of sterile compounded drugs 
that are held to a nationwide quality 
standard. The legislation does not 
change current law on office use 
compounding or repackaging. 

Chairman HARKIN will discuss the im-
portance of this language, and I thank 
him for working with me so hard on 
this over the last year. 

Mr. HARKIN. Mr. President, as Sen-
ator ALEXANDER has indicated, we have 
been working together for a long time 
to develop legislation that will ensure 
that patients have access to the com-
pounded drug products they need and 
that they can have greater confidence 
that their compounded drugs are safe. 
We ultimately landed on a package 
that preserves current law for tradi-
tional compounders but creates a new 
option for entities that choose to oper-
ate outside the bounds of traditional 
pharmacy practice to allow them to 
serve as safe sources of the com-
pounded drugs that providers and their 
patients need. 

We have worked very hard to craft a 
proposal that preserves patient access 
to clinically necessary medications 
while helping to ensure that providers 
have access to safe sources of com-
pounded drugs. As Senator ALEXANDER 
noted, section 503A of the current Fed-
eral Food, Drug, and Cosmetic Act gov-
erns traditional compounding. This bill 
preserves current 503A but removes the 
unconstitutional advertising provisions 
so 503A is the uniform policy nation-
wide. 

Similarly, we do not change current 
law regarding repackaging or biologics. 
The Senate bill established a new regu-
latory regime for repackaging and bio-
logics, but ultimately, after our bipar-
tisan, bicameral discussions, we made 
no changes to current law on those sub-
jects nor do we change current law on 
the compounding of animal drugs. The 
existing restrictions on animal drug 
compounding have not been rigorously 
enforced. We will be asking GAO to 
take a closer look at the laws regu-
lating animal compounding because we 
weren’t able to address it in this pack-
age. 

This bill also creates an entirely new 
source of quality compounded drugs. It 
permits entities that want to serve as 
outsourcers for entities that need large 
volumes of clinically necessary com-
pounded drugs to provide those drugs, 
as long as they register with FDA and 
pay a registration fee, adhere to high 
quality standards, submit to FDA in-

spection, and tell the agency if adverse 
events occur. 

I recognize that many patients need 
drugs that are not available from phar-
maceutical manufacturers, and I have 
no interest in cutting off patients’ ac-
cess to those drugs. But I do want to 
ensure that when patients do need a 
compounded drug, it is safe. By ensur-
ing that current law—FDCA section 
503A—applies nationwide and creating 
a new safe source of outsourced drugs, 
this bill should enhance patients’ abil-
ity to get the drugs they need without 
having to worry about their safety. 

PRACTICE OF MEDICINE 
Mr. COBURN. Mr. President, I wish 

to express support moving forward 
with the Drug Quality and Security 
Act but want to express my concern 
that this legislation should not be used 
by the FDA to interfere with a doctor’s 
ability to practice medicine and choose 
the best therapy for his or her patients. 
Patients have allergies, conditions, and 
diseases on an individual basis. So 
often drugs in the form made by manu-
facturers are not the best option for an 
individual patient’s needs, especially in 
some specialties such as ophthal-
mology. A varying strength or dose 
may need to be made by the pharmacy 
and many States have laws permitting 
physician compounding as well. 

I understand and have received assur-
ances from my colleague Senator 
ALEXANDER that limiting access to nec-
essary treatments by providers and pa-
tients was not the intent of this legis-
lation and look forward to working 
with him should any unintended con-
sequences arise. 

Mr. ALEXANDER. Mr. President, I 
thank my friend Dr. COBURN for his re-
marks, concern, and assistance with 
this legislation. I agree with him, and 
want to clarify that nothing in this 
legislation will constrain a doctor’s op-
tions to practice medicine. The legisla-
tion tries to ensure that if a doctor or 
patient needs access to compounded 
drugs, that there is an FDA-regulated 
source for those drugs where the qual-
ity standards are uniform nationwide. 
Doctors know their patients best and 
should have access to accurate infor-
mation on the safety and quality of the 
drugs they use. 

If there are unintended consequences 
to this legislation, I stand ready to 
work with my colleagues and provide 
necessary oversight. 

Mr. ALEXANDER. Mr. President, I 
rise today to speak about the Drug 
Quality and Security Act and also to 
thank the members and staff who have 
worked with us to reach an agreement 
and pass this bill. The legislation ad-
dresses the current ambiguity around 
the regulation of compounding phar-
macies, one of which is tied to more 
than 60 deaths. It also establishes a 
workable system to get to unit level 
tracing of the nearly 4 billion prescrip-
tions filled a year in the U.S. within a 
decade. In addition to bipartisan sup-
port in Congress, the bill enjoys broad 
support from the biomedical industry, 
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patient groups, consumer groups, and 
other stakeholders. 

Over a year ago, staff began to work 
on identifying the cause and possible 
solutions to help prevent another men-
ingitis outbreak. A group of staff from 
Republican and Democratic offices on 
the Health, Education, Labor, and Pen-
sions Committee began a series of 
standing meetings and proceeded to 
meet every week for several months. 
They met with stakeholders and dis-
cussed policy solutions that each mem-
ber thought would solve the problem. 
After much discussion of the benefits, 
costs, and possible unintended con-
sequences, members agreed to a list of 
policy concepts. That bill, S. 959, is a 
strong bill, and was voted out of com-
mittee unanimously. While I believe 
our Senate bill was a stronger solution, 
it would not have gotten through the 
Chamber on the other side of the Cap-
itol. 

We held bipartisan and bicameral 
meetings throughout August to try to 
find a consensus that could pass both 
Chambers, and that legislation is what 
you see before you. Is it perfect? No, 
but I believe it is a good first step and 
a market-driven solution to this ter-
rible tragedy. 

I would like to thank Senator HARKIN 
for his tireless work on this bill, along 
with Chairman UPTON and Ranking 
Member WAXMAN of the Energy and 
Commerce Committee. Senator HAR-
KIN’s staff has also worked tirelessly on 
this bipartisan bill. They worked many 
late evenings, long weekends, and 
through countless discussions to get 
the bill to where it is today. 

Specifically, I want to recognize and 
thank Jenelle Krishnamoorthy, Eliza-
beth Jungman, and Nathan Brown. I 
also want to thank Pam Smith, Sen-
ator HARKIN’s staff director, for her 
leadership in getting this bill to the 
finish line. 

I also would like to thank Jennifer 
Boyer with Senator ROBERTS and Han-
nah Katch with Senator FRANKEN for 
all their help as well. 

Senators BENNET and BURR were in-
strumental in the drug tracing title on 
which they have been working for al-
most 2 years. Rohini Kosoglu with Sen-
ator BENNET and Anna Abram and Mar-
garet Coulter with Senator BURR 
worked very hard to craft this section, 
and I would like to thank them, too. I 
would also like to thank our Senate 
legislative counsels Stacy Kern 
Scherer and Kim Tamber, and from the 
Congressional Budget Office Julia 
Christensen, Jean Hearne and Ellen 
Werble. 

Finally, I would like to thank my 
staff—Grace Stuntz, and my Health 
Policy Director, Mary-Sumpter 
Lapiniski. I also want to thank my 
staff director, David Cleary, for his 
work on this bill. My staff has been 
working around the clock for many 
days and weeks, and I sincerely appre-
ciate their dedication to getting this 
bill passed. 

I know Members are pulled in many 
different directions and there is always 

a lot of work to complete. We have a 
bipartisan bill that we believe will pass 
the Senate later today and passed the 
House on Saturday, September 28th, 
that takes a big step in addressing the 
regulation of compounded drugs and 
preventing counterfeit, stolen, and sub-
standard drugs from reaching con-
sumers. I urge my colleagues to sup-
port this compromise. 

Mr. BOOZMAN. Mr. President, more 
than a year ago we witnessed the fatal 
New England Compounding Center 
meningitis outbreak. The Food and 
Drug Administration failed to pursue 
enforcement action against NECC, de-
spite clear warning signs. Moreover, 
the Massachusetts Board of Pharmacy 
did not do its job. It failed to provide 
basic oversight. This inaction allowed 
a criminal compounder to operate with 
impunity—ending the lives of many 
Americans. 

In contrast, the Arkansas Board of 
Pharmacy is competent and thorough. 
It does a great job. Arkansas regularly 
inspects all pharmacies. We are a small 
State, but we run a tight ship. 

However, Arkansas has no way of 
knowing whether other State phar-
macy boards are doing their job. 

We need to take steps to protect pa-
tients from precarious, poorly in-
spected, out-of-State drugs. However, I 
want to make clear of something be-
fore we move on this legislation. 

The practice of pharmacy, including 
pharmacy compounding, is a State 
issue. Nothing in this law changes 
that. Compounded drugs for office-use 
is a State issue. Nothing in this law 
changes that. Commonplace drug re-
packaging for drugs—like Avastin—is a 
State issue. I relied on compounders 
regularly when I practiced in a surgery 
center. Office-use compounding and re-
packaging is acceptable under Arkan-
sas law. Nothing in this law changes 
that. 

The omission of office-use from sec-
tion 503(a) of the Food, Drug, and Cos-
metic Act should not signal to the FDA 
that it has the authority to encroach 
upon State authority to regulate of-
fice-use. This is not the intent of the 
law, and I will closely monitor FDA 
implementation as this process moves 
forward. 

If the State of Minnesota wants to 
prohibit drug repackaging and 
compounding—that is its decision. But 
again, this law is by no means a green 
light for the FDA to usurp the rights of 
States. I want to make that crystal 
clear. 

Lastly, contrary to much of what has 
been said, compounders have really 
stepped up to assist providers in need. 
Today, America faces a serious drug 
shortage problem. Sterile injectable 
generic drugs constitute 80 percent of 
the drugs in short supply. 

Not surprisingly, government pricing 
caps have caused these shortages. 
Thankfully, compound pharmacists in 
Arkansas and across the country have 
been meeting critical market needs 
that manufacturers have been unable 

to satisfy. Compounders have helped 
address supply chain gaps and sudden 
spikes in demand—particularly in rural 
and neglected areas. They have plugged 
holes in the system, and they have 
tended to overlooked markets. 

Without compounders, doctors would 
not perform surgeries. Without 
compounders, oncologists would be 
forced to administer alternative chem-
otherapy drugs. Without compounders, 
patients would suffer from limited ac-
cess. These are real issues and real 
problems, and we must take these re-
alities into consideration. I look for-
ward to working with all stakeholders 
to ensure commonsense compounding, 
repackaging, and office-use administra-
tion of compounded drugs. 

Mr. LEVIN. Mr. President, the Sen-
ate is poised to pass legislation aimed 
at strengthening the safety of com-
pounded pharmaceuticals and the secu-
rity of the drug supply chain. It has 
been more than 1 year since the public 
became aware of what quickly became 
a far reaching fungal meningitis out-
break affecting citizens in 20 States, 
including my home State of Michigan. 
Following an investigation by the Cen-
ters for Disease Control and Prevention 
and the Food and Drug Administration, 
along with local health departments, it 
became clear the outbreak was caused 
by contaminated steroid injections pro-
duced by the now defunct New England 
Compounding Center, NECC, a 
compounding pharmacy in Fra-
mingham, MA. This tragedy brought a 
spotlight to bear on the opaque regula-
tion of mass compounding pharmacies. 

According to the CDC, over 750 people 
from across the United States were af-
fected by tainted pain steroid injec-
tions produced by NECC. Victims num-
bering 264, more than one third of the 
hundreds made severely ill from con-
taminated injections, reside in Michi-
gan. Sixty-four of the victims lost 
their life as a result of illness, includ-
ing 19 Michiganians. While it is cer-
tainly important that we clarify Fed-
eral regulatory responsibilities to help 
ensure similar tragedies are not re-
peated in the future, we could have 
begun debate on a solution far earlier. 
A legislative response is surely long 
overdue. 

Colleagues on both sides of the aisle 
and the Capitol have worked through 
this issue to produce a bill that will 
both strengthen Federal authority to 
regulate mass-compounding facilities 
and will lay the groundwork for a na-
tionwide system to track prescription 
drugs. While not as far reaching as 
some may have initially intended, the 
bill we are considering does represent 
an important and necessary step for-
ward and was unanimously passed by 
the House of Representatives in Sep-
tember. 

It is important to draw a distinction, 
as this bill does, between so-called tra-
ditional compounding—where a phar-
macist tailors a particular drug to 
meet the unique needs of a patient, 
such as removing a certain dye or al-
tering the dosage level of an adult 
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medication to be suitable for a child— 
and the mass compounding of drugs for 
wholesale distribution. Compounding 
pharmacists have long been regulated 
by State boards of pharmacy. However, 
as was made clear in the investigation 
that followed the meningitis outbreak, 
NECC, a mass compounding pharmacy, 
was operating in a regulatory gray 
area where neither the State nor Fed-
eral Government took full responsi-
bility for ensuring their facility and 
compounding practices were safe and 
sterile. 

The Drug Quality and Security Act 
aims to address this regulatory gray 
area by clarifying the responsibilities 
of the FDA with regard to the over-
sight of mass compounded pharma-
ceuticals. Specifically, it further de-
fines the distinction between tradi-
tional compounding and compounding 
manufacturers that make large vol-
umes of drugs without individual pre-
scriptions. 

Under this bill, mass compounding 
pharmacies can choose to register as 
outsourcing facilities that would be 
subject to new FDA regulatory over-
sight similar to that of other pharma-
ceutical manufactures. And, in an ef-
fort to provide patients with better in-
formation about compounded drugs, 
this legislation calls for detailed label-
ing of compounded drugs and directs 
the FDA to make available on their 
website a list of FDA-regulated facili-
ties. Importantly, this legislation also 
will implement a new system for track-
ing drugs from the manufacturer to the 
pharmacy in an effort to ensure ac-
countability at every step along the 
way. This new system will replace the 
current State tracing laws with a uni-
form standard and also will establish 
nationwide drug serial numbers to 
allow for efficient tracing. 

While this legislation will not com-
pensate those who have been harmed or 
bring back those who we have lost, I 
am hopeful it will help to ensure Amer-
icans are not faced with a similarly 
tragic, avoidable situation in the fu-
ture. I urge my colleagues to join me in 
supporting final passage of this impor-
tant legislation. 

Mr. WARNER. Mr. President, hun-
dreds of people in Virginia were 
sickened and 2 died from an outbreak 
of fungal meningitis last year that was 
traced to a single compounding phar-
macy in Massachusetts. Hundreds more 
in several States became sick, and doz-
ens perished. This public health crisis 
highlighted the critical need for better 
oversight of pharmacies that are pro-
ducing compounded drugs. 

The Compounding Quality Act and 
Drug Supply Chain Security Act, which 
the Senate will consider for final pas-
sage today, includes important provi-
sions that ensures that patients and 
providers have access to safe com-
pounded drugs. 

This legislation also includes impor-
tant provisions that deal with how to 
better monitor and track the drug dis-
tribution supply chain. It improves on 

patient safety by developing a work-
able pathway that will ultimately re-
sult in tracing for the entire country. 
Additionally, it strengthens licensure 
requirements for wholesale distribu-
tions and third-party logistics pro-
viders, and establishes nationwide drug 
serial numbers. Finally, this legisla-
tion works to address the growing 
problem of pharmaceutical theft, coun-
terfeiting and diversion. The 
Compounding Quality Act and Drug 
Supply Chain Security Act is the most 
significant piece of legislation on drug 
distribution supply chain in 25 years. 

I am appreciative of Senators HAR-
KIN, ALEXANDER, and all members of 
the Health, Education, Labor and Pen-
sion committees for their tireless work 
on putting together these smart, bipar-
tisan provisions which will help im-
prove the lives of countless Virginians 
and Americans. 

I offer my strong support to the 
Compounding Quality Act and Drug 
Supply Chain Security Act, and en-
courage its swift passage. 

Mrs. FEINSTEIN. Mr. President, I 
am proud today to support the Drug 
Quality and Security Act because it 
marks an important step forward in 
protecting the safety and integrity of 
our Nation’s drug supply. California 
has been a leader in addressing this 
issue and played a key role in creating 
a solution. 

Patients deserve peace of mind when 
it comes to purchasing drugs. When a 
parent walks into a pharmacy to pick 
up a prescription for a sick child, she 
should be confident that the drugs she 
is picking up are safe and have not 
been tampered with. What is perhaps 
not known to many people, however, is 
that in today’s drug supply system, 
there is no standard process for over-
sight to trace drugs through the supply 
chain system and make sure they were 
in the right hands and properly stored 
the whole time. 

We hear occasionally about infected 
or counterfeit drugs. These are shock-
ing stories. Last year, New England 
Compounding Center, or NECC, a 
compounding manufacturer from Fra-
mingham, MA, produced contaminated 
medicine that sickened over 750 people 
all across the country. I’m very sad to 
say that 64 people have died, need-
lessly, because of these contaminated 
drugs. 

A report by the Senate Health, Edu-
cation, Labor, and Pensions, HELP, 
Committee from earlier this year found 
that NECC was known to produce drugs 
that were mislabeled, did not contain 
the correct dosage of active ingredients 
and were made using equipment that 
was not properly sterilized. 

You might think that a story like 
this is rare. What we have learned is 
that it is not. The report by the HELP 
Committee found that in the 8 months 
immediately after the outbreak caused 
by NECC-manufactured drugs, 48 other 
compounding companies were found to 
be producing drugs that were either un-
safe or were made in unsafe environ-
ments. 

The problems do not stop with the 
manufacturers. People often do not re-
alize that drugs do not usually travel 
directly from a manufacturer to a 
pharmacist. In fact, they may make 
many stops along the way. Manufac-
turers, resellers, wholesalers, distribu-
tors—these are some of the entities 
that can receive, resell and ship drugs 
before they get to the pharmacist or 
patient. At any time in the delivery 
process, there is opportunity for coun-
terfeit drugs to enter the supply chain 
or real drugs to be diverted for illegit-
imate uses. 

In 2009, for example, 129,000 vials of 
insulin were stolen. These vials later 
reappeared and were then sold to phar-
macies and hospitals. We do not know 
who was handling these vials after they 
were stolen, or if they were stored 
under appropriate conditions—a real 
threat to patients. 

This bill does the following: 
First, it establishes a comprehensive, 

electronic, interoperable framework 
for tracing the distribution history of 
every individual unit that passes 
through the drug supply chain. The ef-
fect of this part of the bill is to estab-
lish a ‘‘chain of custody’’ or ‘‘pedigree’’ 
for each prescription drug dispensed to 
patients. Should a drug be diverted, 
this ‘‘chain of custody’’ will provide 
important information to Federal regu-
lators when counterfeit drugs are de-
tected in the supply chain. 

Second, it clearly distinguishes the 
scope of what constitutes the tradi-
tional pharmacy practice of drug 
compounding from those, like NECC, 
who seek to exploit a patchwork of cur-
rent Federal laws and regulations to 
produce large quantities of unsafe drug 
products under the guise of 
compounding. 

I am proud that California has led 
the Nation in taking real steps to ad-
dress the issue of pharmaceutical sup-
ply chain safety. 

In fact, California passed a law to re-
quire more oversight of the drug supply 
chain in 2004. Since then, the State 
Board of Pharmacy and State legisla-
tors have worked together with rep-
resentatives from industry to perfect 
the law. 

This action by California has been a 
key influence in drafting language on 
the Federal level. The Board of Phar-
macy has provided many hours of tech-
nical assistance and has really been a 
team player. I commend the hard work 
of Chairman HARKIN, Ranking Member 
ALEXANDER, and his predecessor Sen-
ator ENZI, as well as Senators BENNET 
and BURR and their staff who have 
worked tirelessly to bring this legisla-
tion to the finish line. Many stake-
holders were involved in drafting this 
bipartisan, bicameral solution that ad-
dresses the issue of substandard manu-
facturing practices and drug supply 
chain safety. 

This is a remarkable step toward im-
proved safety of medicine that Ameri-
cans rely on every day. 

Mr. BURR. Mr. President, we worked 
to ensure that the Drug Quality and 

VerDate Mar 15 2010 01:47 Nov 19, 2013 Jkt 039060 PO 00000 Frm 00004 Fmt 0624 Sfmt 0634 E:\CR\FM\G18NO6.001 S18NOPT1sm
ar

tin
ez

 o
n 

D
S

K
6T

P
T

V
N

1P
R

O
D

 w
ith

 S
E

N
A

T
E



CONGRESSIONAL RECORD — SENATE S8075 November 18, 2013 
Security Act achieves a balanced ap-
proach to strengthen the safety, secu-
rity and accountability of our Nation’s 
pharmaceutical drug supply chain. 
This legislation establishes a uniform 
electronic unit-level system over the 
next decade that will increase security 
and ensure a safer pharmaceutical drug 
supply chain from manufacturers to 
dispensers. The charitable distribution 
of prescription drugs from the manu-
facturer to patients through patient 
assistance programs, PAPs, is a valu-
able and unique approach to providing 
American patients access to critical, 
lifesaving medicines. As this legisla-
tion is implemented, the varied and 
unique approaches of PAPs should be 
taken into consideration to ensure pa-
tients who access needed treatments 
through these effective programs are 
able to continue accessing the prescrip-
tion drug medications provided 
through PAPs. 

The PRESIDING OFFICER. Is there 
further debate? If not, the question is 
on passage of the bill. 

The bill (H.R. 3204) was passed. 
Mr. REID. I ask unanimous consent 

that the motion to reconsider be laid 
upon the table, with no intervening ac-
tion or debate. 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 
∑ Ms. WARREN. Mr. President, today 
the Senate passed the Drug Quality 
and Security Act. I am proud to have 
worked together with Chairman HAR-
KIN, Ranking Member ALEXANDER, and 
all of the Senators on the HELP Com-
mittee from both sides of the aisle over 
several months to develop this law, 
which will create commonsense over-
sight of the pharmaceutical 
compounding industry and the pharma-
ceutical supply chain. 

Some politicians use the word ‘‘regu-
lation’’ as if it were a curse. Certainly 
no one wants bad regulations or over 
regulation, but the impact of failing to 
regulate when public safety is at risk 
can be dangerous and even deadly. 

We have an example just how deadly 
right in front of us—and an example of 
what happens when Congress fails to 
regulate. It starts with compounding 
pharmacies. 

Compounding pharmacies serve indi-
vidual patients who need specialized 
drugs. Without these customized prod-
ucts, some of our most vulnerable pa-
tients would not be able to get the pre-
cisely formulated medications they 
need. But customers have no way to 
evaluate the safety or purity or clean-
liness of the compounded medications 
they receive. That is what regulations 
are for. 

For too long, bad actors in this in-
dustry have taken advantage of lax 
State enforcement and confusion about 
Federal regulations. The consequences 
of too little regulation and too little 
enforcement were brought into sharp 
focus last year when a compounding 
pharmacy in Massachusetts, the New 
England Compounding Center, was 
identified as the source of a widespread 

fungal meningitis outbreak that 
sickened 751 people and killed 64. I wish 
NECC were an isolated case, but com-
panies like it have engaged in shoddy 
practices for years practices that have 
caused sickness and injuries and even 
death. 

There have been many attempts to 
fix the law and require FDA oversight 
in this area. In 2007 Senator Kennedy 
worked with Senator ROBERTS to de-
velop bipartisan legislation that would 
have addressed this issue. If that effort 
had succeeded, we might have been 
able to spare many people great suf-
fering. Sixty-four people from just one 
incident would probably be alive today. 
But the industry lobbyists beat back 
their efforts. The result? People got 
sick and people died. 

This issue is of particular importance 
to Massachusetts, and I am proud to 
have worked with my colleagues on the 
HELP Committee throughout my first 
year in the Senate to shape earlier 
versions of this legislation. Through-
out the bipartisan development process 
and the public hearings and votes in 
the HELP Committee, I pushed for a 
bill that would subject compounding 
pharmacies to strong FDA oversight. 
Those efforts, and negotiations with 
the House of Representatives, have pro-
duced the Drug Quality and Security 
Act. The bill strengthens current law 
and establishes tough, new regulations 
that will keep us all safer. 

The compounding provisions of this 
bill are not the final word in what is 
needed. I believe the FDA should have 
more authority to inspect the records 
of compounding pharmacies, and we 
have included in the bill a GAO study 
that will assess the impact and effec-
tiveness of this new law and tell us if 
more work is needed. But this bill is 
big step forward in making people 
safer, so I support it strongly. 

This legislation has another feature 
that will help make drugs safer. It cre-
ates an important new oversight sys-
tem to ensure we have a secure supply 
chain for our pharmaceutical products. 
Today, we can track a gallon of milk in 
the grocery store all the way back to 
its producer, but we can’t verify the 
origins of a prescription drug on the 
shelves of our pharmacies. Counterfeit 
or illegally imported drugs can be inte-
grated into the supply chain, and cur-
rently there is no detection mecha-
nism. This bill ensures that we can 
trace a particular drug from its manu-
facturer all the way to the pharmacy. 
It will allow consumers to buy pre-
scription medications with greater con-
fidence that the drugs are safe, legal, 
and free of counterfeit or substandard 
ingredients. It will allow patients to 
have greater confidence that the pills 
in the bottle from the pharmacy are 
exactly what their doctors have or-
dered—nothing more and nothing less. 

I commend my colleagues for step-
ping up to the challenge and showing 
that it is possible for Congress to do 
what is right—pass commonsense re-
forms that protect patients and con-

sumers from harm. This is one of the 
basic functions of government: making 
sure that markets work by ensuring 
that no one cuts corners that the cus-
tomer can’t see or that put someone’s 
family at risk. When all the manufac-
turers have to follow the same stand-
ards of cleanliness, when all of them 
have to account for where they got the 
chemicals they used in their products, 
the playing field is level and the cus-
tomer is free to make good, inde-
pendent decisions. This is how govern-
ment should work—through actions to 
improve public health and public safe-
ty through smart, fair, and reasonable 
regulations that will improve the lives 
of all Americans. I hope that the Drug 
Quality and Security Act will do just 
that. I am proud to support it.∑ 

Mr. HARKIN. Mr. President, today, 
with final passage of the Drug Quality 
and Security Act, we have helped to 
ensure the safety of compounded drug 
products and secure the pharma-
ceutical supply chain. We have clari-
fied the law governing traditional 
compounding and created a new source 
of high-quality compounded products 
for hospitals and other providers who 
need large volumes of compounded 
drugs. We have also set in motion a 
revolution in the distribution of phar-
maceuticals—within a decade we will 
know exactly how our drug products 
travel through the often-complicated 
distribution system so that we can 
identify counterfeit and adulterated 
drugs before they get into American 
medicine cabinets. 

By passing the Drug Quality and Se-
curity Act, we have taken an impor-
tant step to improve American fami-
lies’ access to lifesaving drugs and 
medical devices. 

The bipartisan process that produced 
this bill has been quite remarkable. I 
have worked closely with my col-
leagues on both sides of the aisle and 
both sides of the Capitol, as well as in-
dustry stakeholders, patient groups, 
and consumer groups, to solicit ideas 
and improvements on the critical pro-
visions in this bill. We have a better 
product thanks to everyone’s input. 

I would like to extend a special 
thank you to my colleague, Ranking 
Member ALEXANDER. I have been work-
ing with Senator ALEXANDER on this 
since he became ranking member, and 
it has been a wonderful and cooperative 
partnership. I can honestly say that we 
would not have gotten this done with-
out his excellent leadership and wise 
council. I thank the Senator. 

I also thank all of the HELP Com-
mittee members, as well as members 
off the committee and their staff, who 
were thoroughly engaged with this 
process from the beginning as part of 
the bipartisan working groups. Each of 
you has contributed significantly to 
this legislation, and I am sincerely 
grateful for your contributions. 

On that note, I specifically thank the 
staff of Ranking Member ALEXANDER’s 
office. I thank David Cleary, Mary- 
Sumpter Lapinski, and Grace Stuntz. I 
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also thank Hannah Katch from Senator 
FRANKEN’s staff, Rohini Kosoglu from 
Senator BENNET’s staff, Jennifer Boyer 
from Senator ROBERTS staff, and Anna 
Abram and Margaret Coulter from Sen-
ator BURR’s staff. I know that they 
have developed close working relation-
ships with my staff throughout this 
process, and I am sincerely grateful for 
your dedicated efforts. 

I also thank my own staff on the 
HELP Committee, who have spent 
many a night and weekend with Sen-
ator ALEXANDER’s staff, other member 
offices, and our colleagues in the House 
working to come to consensus on the 
critical policy issues in this legisla-
tion. I thank Pam Smith, Jenelle 
Krishnamoorthy, Elizabeth Jungman, 
Nathan Brown, Emily Schlichting, Al-
lison Preiss, Kate Frischmann, Abra-
ham White, Jim Whitmire, Chung 
Shek, Frank Zhang and Evan Griffis. 

We would be remiss if we did not also 
thank the Congressional Budget Office 
for their knowledgeable and capable 
team that dedicated many hours to es-
timating the budgetary effects of this 
legislation. Finally, we owe an enor-
mous debt of gratitude to the staff 
members in the Legislative Counsel’s 
Office—specifically Kim Tamber, Stacy 
Kern-Sheerer, and Bill Baird. They, 
too, worked long hours, nights, and 
weekends to assist my staff in drafting 
this legislation and working out tech-
nical issues. 

This bill’s final passage is a victory 
for the millions of Americans who need 
safe medicines—a victory that would 
not have been possible without the 
dedicated work of our Senate family. I 
thank you all for your extraordinary 
public service. 

WELCOMING BACK SENATOR INHOFE 
Mr. REID. Mr. President, I see our 

friend here who has returned from his 
surgery and the death of his son, if he 
wishes to say something before I com-
plete my remarks. 

Mr. INHOFE. Mr. President, the ma-
jority leader should go ahead. My re-
marks will be longer. 

Mr. REID. Mr. President, through the 
Chair to the senior Senator from Okla-
homa, we are glad to have him back. 
We all empathize with something only 
a parent can understand. I am grateful 
to him for the example he sets for all of 
us. 

SCHEDULE 
Mr. President, we are going to be in 

a period of morning business until 5 
o’clock today. Following morning busi-
ness, the Senate will proceed to execu-
tive session to consider the nomination 
of Robert Wilkins to be U.S. Circuit 
judge for the DC Circuit. At 5:30, there 
will be up to two rollcall votes, includ-
ing cloture on the Wilkins nomination. 
If cloture is not invoked, there will be 
a second cloture vote on the Defense 
authorization bill. 

NOMINATIONS 

Mr. REID. Mr. President, today the 
Senate will consider yet another quali-
fied nominee to be a DC Circuit Court 

of Appeals judge, considered by many 
to be the second highest court in all 
the land. 

It is troubling that Senate Repub-
licans, for the fourth time this year, 
appear poised to reject an exceedingly 
capable nominee to this court for bla-
tantly political reasons. Republicans 
have blocked three highly qualified fe-
male DC Circuit nominees in a row: 
Caitlin Halligan, Patricia Millett, and 
Nina Pillard. Today they are expected 
to block confirmation of District Judge 
Robert Wilkins, an extremely com-
petent and experienced nominee and 
one who has bipartisan support. I say 
that because no one has questioned his 
qualifications or abilities; likewise, no 
Senator objected to the qualifications 
of Ms. Halligan, Ms. Millett or Ms. 
Pillard. Instead, Republicans have 
blocked these nominees solely to deny 
President Obama his constitutional 
right to appoint judges. 

In years passed, my Republican col-
leagues agreed to block judicial nomi-
nees only in ‘‘extraordinary cir-
cumstances.’’ These are their words, 
not mine. 

In 2005, the senior Senator from 
South Carolina LINDSEY GRAHAM de-
fined extraordinary circumstances for 
the benefit of this body. Being a highly 
qualified trial lawyer, I think he is 
qualified to respond and set this defini-
tion that we all agreed with. Here is 
what he said: 

Ideological attacks are not an ‘‘extraor-
dinary circumstance.’’ To me, it would have 
to be a character problem, an ethics prob-
lem, some allegation about the qualifica-
tions of a person, not an ideological bent. 

No Senator—I repeat, no Senator— 
has questioned the character, ethics, or 
qualifications of these three women 
that have already been rejected for the 
DC Circuit. No one has questioned the 
character, ethics or qualifications of 
Judge Wilkins. So I am frustrated that 
Republicans would once again fili-
buster such a highly qualified nomi-
nee—a nominee so highly qualified, in 
fact, that he was confirmed 3 years ago 
by voice vote to become a district 
court judge. 

Judge Wilkins is an Indiana native 
who graduated cum laude with a degree 
in chemical engineering, and then he 
got a law degree from Harvard Law 
School. He has worked as a staff attor-
ney for the DC Public Defender Serv-
ice. He was a partner specializing in 
white-collar defense, intellectual prop-
erty, and complex civil litigation at 
the private law firm of Venable. That 
is an outstanding law firm with law-
yers all over the country. 

Judge Wilkins also helped shine a na-
tional spotlight on national profiling 
when he brought a landmark lawsuit 
against the Maryland State Police in 
1992 after he and three family members 
were stopped and searched. Why? Be-
cause they were African Americans. It 
is landmark litigation. 

This nominee has a bright legal mind 
and a remarkable dedication to the 
rule of law. Under normal cir-

cumstances, such as the circumstances 
of his 2010 confirmation, he would be 
quickly confirmed, but now he faces a 
Republican filibuster. Unfortunately, 
the type of Republican obstruction we 
face today has become quite common-
place. President Obama’s circuit court 
nominees, including nominees for the 
vital DC Circuit, have waited seven 
times longer than those nominated by 
President Bush. 

Republicans claim they are blocking 
nominees to this crucial court because 
the court is underworked and doesn’t 
need to fill its complement of judges. 
Republicans also claim that filling 
these three vacancies would amount to 
court packing. That is absurd on its 
face. My Republican colleagues were 
happy to confirm four Bush nominees 
to this court. In fact, 15 of the last 19 
to the DC Circuit were appointed by 
Republican presidents. Appointing 
judges to fill vacant judicial seats is 
not court packing, it is the President’s 
right as well as his duty. 

I do not ask Republican Senators to 
support President Obama’s nominees or 
even that they vote for them, but it is 
right and proper that they should give 
President Obama’s nominees the same 
fair consideration afforded the nomi-
nees that came before them. 

RESERVATION OF LEADER TIME 

Would the Chair announce the busi-
ness of the day. 

The PRESIDING OFFICER. Under 
the previous order, the leadership time 
is reserved. 

f 

MORNING BUSINESS 

The PRESIDING OFFICER. Under 
the previous order, the Senate will be 
in a period of morning business until 5 
p.m. with Senators permitted to speak 
therein for up to 10 minutes each. 

The Senator from Oklahoma. 

f 

ORDER OF PROCEDURE 

Mr. INHOFE. Mr. President, I ask 
unanimous consent that my 10 minutes 
might be extended by about 10 more 
minutes. 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 

f 

THANKS TO THE MAJORITY 
LEADER 

Mr. INHOFE. Mr. President, let me 
start off, before the leader leaves the 
floor—and I was hoping to do this be-
fore the Chaplain of the Senate, Dr. 
Barry Black, left. I had a horrible loss 
eight days ago, losing a son. It was so 
touching to me—and I thank Barry 
Black, who included a good bit of some 
things about my son and about me in 
his opening prayer. Also, the comments 
that were made, the very gentle com-
ments, and very helpful, that were 
made by the majority leader. So, 
through the Chair, I wish to thank 
HARRY REID very much for the com-
ments he made. 
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