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Health Care Reform

Examples of Administrative, Regulatory or Budget Actions
Not Requiring Statutory Modifications

Reimbursement Claims Processing

Development of Common Claim Format
EDI Model Demonstration Projects
Education and Publicity

Confidentiality Legislation

Physician Office Practices Demonstrations

R N

Coordination of Federal Health Insurance Programs

l. Standardize FEHBP Claim Forms to Match Medicare/CHAMPUS
24 Standardize CHAMPUS and HCFA Procedures

Standardization of Federal Medicare Payment Policies

Ia Reduce Inappropriate Regional Disparities in Medicare Reimbursement Policies
D2 Uniform Reimbursement Rate for Nursing Home Clinical Laboratory Services
9. Reimburse Overhead Expenses for Physician Office Surgical Procedures

Coordination of Certification and Credentialing Requirements

l. Standardize Basic Certification Information
21 Defining Quality Measures
31 Emphasize Compliance Audits and Followup Instead of Annual Inspections

Clinical Laboratory Improvement Act

e Complete CLIA Studies

2. Reduce CLIA Compliance Burden
3 CLIAC Representation
Occupational Safety and Health Act

S Recordkeeping
2 Risk Appropriate Requirements



Provider Reimbursement Review Board (PRRB)

l. Develop Procedures for Expedited PRRB Review
18 Eliminate PRRB Backlog
3 Reduce the Proportion of Discretionary Reversals by the Administrator

Antitrust Enforcement Standards

1. Physician Network Joint Ventures
2. Advisory Opinions

Managed Care Safe Harbor Regulations

Price Reductions

Non-medical Services

Waiver of Coinsurance and Deductibles
Capitation Payments

Duration of Agreements

Coverage

SN h LW -

Fraud and Abuse Advisory Opinions

ls Advisory Opinions
2 Targeted Advisory Opinions

Home Health Care

Demonstration Project

Conditions of Participation

Home Health Care - Outcomes Data
Long Term Care Waiver

Billing Matters

Copayment

AN hR LN -

Regulations Governing the Development of Pharmaceutical Products
1 Eliminate DEA Procedures that Permit Pharmaceutical Companies to Stifle

Competition
D, Permit Bulk Manufacturers to Obtain Research Licenses
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DRUGS

The Problem: FDA's longstanding regulations governing the

marketing of new drugs place burdens on the industry that are
unnecessary to protection of the public health. For biological
drugs, originally produced from living organisms, the
requirements nave been especially strict and biotechnology
products fall under these requirements. Specifically:

1) All manufacturing changes in biologic (biotech)
products need FDA preapproval, even 1i they are
reiatively minor;

2) Manufacturers of biotech drugs must often build a
product:on facility long before marketing approval;

3) Biotech drug manutacturers are inhibited from using
subcontractors by resquirements limiting manufacturer
name on the drug; and

4)

FDA 1ssues "monographs" dealing with production and
testing of antibiotics and insulin.

New Regulatory Approach: Streamline/reduce burden, tailor
requirements to the risk involved.

Proposed Solution: Expedite market access for new drugs by

fitting requirements to risk. As technology has advanced,
extremely tight regulatory controls over drug manufacturing have

become unnecessary. Products can now be safely made with reduced
regulation, i.e.,

1) Waive premarket approval for all manufacturing changes
in new drugs that introduce no or negligible risk;

2) Permit manufacturers to demonstrate capability to
properly make biotech drugs without building a new
plant ‘i.e., but establishing a small "pilot"

production line);

1 Permit oiotech drug companies to subcontract product
procuction by allcowing them ©o place the:r name on [ne
drug przduced by the subcontractor; and

: Eliminate spec:ial requirements for 1nsulin and
antibilotics

and allow an existing private standara
setting nody =o =stablish tescing and guality
standarzs

a et .



Pros and Cons:

Pro: Relieves industry resources;

Saves government resources; and
Provides public faster access oD products.

Con: Slight risk that supposedly "minor“ change could
turn out to be important.

Alternatives Not Recommended (and Why):

1) Waive FDA preapproval of all manufacturing changes
(Many manufacturing changes affect a product's act:ive
ingredients and can be significant to hesalth).

2) Waive entirely the requirement to demonstratse
capability to manufacturer a new drug before FDA
approval (Experience has demonstrated tnat some firms
cannot properly manufacture a new drug at the beginning
and need some initial FDA oversight) .

3) Eliminate quality and testing standards entirely for
: insulin and antibiotics (Antibiotics and insulin can
pose significant health risks if improperly produced) .

Regulatory Impact:

1) Amendments to requirements for manufacturing changes
would reduce by 50% instances whereby manufacturers of
biotech drugs must wait for FDA approval, and by 10%
instances whereby other drug manufacturers must wait.
Will reduce FDA workload by 12-1400 applications as
well as staff years assigned to those functions.
Average processing times would be-reduced from an
average of 6-12 months to an overall time of 0-30 days:

2) Eliminating need for early construction ot naw
manufacturing facility could result in savings of LD tGC
250 million dollars to the biotechnolocy adrug incustry
according to our private sector sctudy; =:nd

3) Amending antibiotic and insulin reguirsments would
el:iminate 700 vages of the Code of Federal R=qulat:ons;
certification and other fees of approximatelw S$Z
million per year Ty industry would 52 :r=2movec; FDA
would save up to : FTEs.



GENERIC DRUGS
(Exemption of Generic Drugs from Premarket Approval Requirements)

The Problem: Generic drugs manufacturers must apply t©s FDA for

permission to market generic versions of brand name drugs (once
the patent has expired). Because data on the makeup of the brand
name drug 1is unavailable to the generic drug manufacturer, that
company must purchase the brand name drug, analyze it, Zetermine
how to make it, and submit an application to the FDA
demonstrating that it has "quessed right" in how to marxe the
generic version. Thus, generic manufacturers each year must

0
through that process almost 4,000 times, even thougn the

(R W)

=y

resulting drug 1is merely a close copy of the brand name vers:ion.

New Regulatory Approach: Exemption from current application
process; privatization of standard settlng process.

Proposed Solution: Change the requirements for FDA preapproval
of generic drug applications. Publicly release infermat:on apout
the manufacturing of brand name drugs at the time the ratent
expires. The application submitted to FDA would be far simpler,
thus alleviating the need for the generic company, thrcugh

reverse engineering, to attempt to determine how the ktrand name
drug was made.

Pros and Cons:

Pro:
- Greatly streamlines generic drug market: g
process, without compromising safety;
Generic drugs produced under this system will fave
less variability, thus improving patient care: and
- Generic drug industry likely to support such &
change.

Con:

Brand name drug industry likely to oppcss, bassd
Jn resistance to FDA releasing drua gcencant 2:sta.
Alternatives Not Recommended (and Why):

1) Review gsner:c drugs more rapidly, thus speel:ing insS:ir
market:ing aperoval ‘insufficient FDA rasourcss ioes
not address guestion oI varlability between :sneric ind
brand rname drugs--2.a., a generic drug mav d.ssolve
differently cthan the brand name drug or otherwiss o=

re
LI &

siightiy "different."” =n=2cause the aener:ic «



manufacturer must "guess" how the brand name drug is
made . )

2') Have a two-prong approach, maintaining the current lst
approved generic, while ultimately making the patent
available for more exact copies.

Regulatory Impact:
Eliminates some Federal preapproval;

Speeds market access for generic drugs;

Enhances consistency among generics whern
appropriace;

Saves government FTEs;

% Saves industry resources;



MEDICAL DEVICES

The Problem: The medical device industry claims that the Food and

Drug Administration's (FDA's) regulatory actions for medical
devices have delayed the introduction of devices into the
marketplace and have negatively impacted the U.S. device
industry's international competitiveness. Industry concerns
about FDA's device responsibilities include: (1) FDA reviews of
premarket approval applications (PMA's) and premarket
notification actions (requests to market a device on the ground
that it is substantially equivalent to another device that is
already on the market) under section 510(k) of the Federal Food,
Drug, and Cosmetic Act take too much time and delay a device's
entry 1nto the marketplace; (2) FDA approval of requests to
export unapproved devices is unnecessary and delays exports; /3)
the device classification process is unduly burdensome because 1t
requires classification procedures even for low risk devices:; and
(4) FDA has a list of firms that £ail to observe good
manufacturing practice (GMP) requirements when manufacturing
their devices and firms are unable to determine whether they are
on the list or precisely what corrective actions they should take
in order to regain FDA approval to manufacture devices.

New Regulatory Approach: Performance standards; privatization;

streamlining/reducing regulatory burden by tailoring regulation
to risk; place greater reliance on industry certifications for
exports; exempt certain low risk devices from premarket approval.

Proposed Solution: Expedite market access and export of devices
by fitting requirements to risk and working with the industry by:
1. Initiating a pilot study for 3rd party review of
certain device applications by private organizations;
e Waiving FDA review of export requests for devices that
are approved for investigational use in the United
States;
3. Exempting over 140 device categories from premarket
review;

Processing a manuiacturer's penaing applicat:ons that
are unrelated to the manufacturer's GMP problems wnile
making the GMP failure list available tc industry; and

Requesting author:i:zation for device user :tees; these
fzes would be dedicated to increasing FDA resources for
reviewlng device applications and premarkat
notifications [This prooosal is 1in the President's 1996
budget] .



Pros and Cons:

Pro: Addresses major concerns of the device industry;

Increases the Agency's efficiency in regulating
devices;

Once the review process 1s streamlined, user £fees

will ensure adequate resources for efficient
review; and

Provides therapies to patients more quickly bcth
in the United States and abroad.

Provides industry more information to detsrmin

what corrective actions are necessary tO comply
with GMP's;

(D

'~

Pilot study of external review wouid prev:ide
important information on whether tnird party
review should be adopted for certain devices;

v U.S. industries could compete more effectively 1in
foreign markets;

Cons: - User fees for review would add FTEs (albeit paid
by industry) ;

= Previous industry support for user fees shifting
toward privatization;

- Slight risk that exported devices and exempted

devices may cause harm or present more risk than
anticipated;

Recognition of potential problems may be delayed
in exempted devices.

Alternatives Not Recommended (And Why):

1. Relying on private organizations, cert:
review of device apbplications (could ressult :@=
marketing of unsafe devices and reduc=s uvublic
confidence in device products) [Pilot grogaram will
address this alternative.];

rn
»
w
Q.
o]
<
2!
O
R

for

2F Phase-1n third party private sector rav:i:2w bodies =2
conduct premarket approvals and inspect:ions starting
with lcwer risk devices. (Need experiencs with pilot
program to determine appropriateness oI -=xpanded th:rd
party review) ;















OTHER PROPOSALS FOR REFORMING FDA

DRUGS & BIOLOGICS

The following opticns can all be considerea for cer

in
subcategories of drug approval appiications:

r1
Y]

FDA contracting out o private organizat:ons the rsaview of
new drug applications.

Allow drug manuiacturers to gain premarket approval through
"certification" that their drugs are sate and effective from

a third-party standards setting organlizat:ion; manuliacturer
pays for the certification.

Allow drug manufacturers to "self-certify" that their drugs
are safe and eifective, market the drugs without FDA

approval, then rely on FDA to find unsafe drugs and remove
them from the market.

Relaxing the "efficacy standard" for drug approval, 1i.e.,
requiring less evidence of a drug's effectiveness than currently.

~Unrestricted access to experimental drugs, wvia a dual system.
Drug company could i) go through the current FDA approvai process
to test drugs in humans, or 2) allow use of experimental drugs
with a warning to pnysic:ians and patients that the drugs nhave not
yet been approved ty FDA when the risks are either low or the
potential benefits cutweigh the risks.

Reduce regulation ci "off-label" uses for drugs; FDA wouid
approve a drug for :ts first indication, additional 1indications
could be promoted cv manufacturers in advance of FDA approval.
Manufacturers woulc still be subject to the requirements that the
labeling cannot be false or misleading, thus rthe full d:isclosure
that the indicaticn is rnot approved would be requirea.

Revoke the b:ioloa:c
thereby reguiating
drugs, and elimina:

orz:ion Of the Public Health Services Act,
tech drugs and vaccines a&as tradit-cnal
r2quirement for establishment licensing.

s D
si0
ing

a4



MEDICAL DEVICES

Exempt more devices from FDA review, based on assumption that
they are liow-risk

Adopt the European system for reviewing changes in devices
already marketed, i1.e., allow companies to get "certification"
from a private organization that their devices' modifications are
safe, then present those certifications to the FDA as proof of
safety (without any FDA review). FDA would then monitor the
devices on the market for saiety.

Contract out reviews oOf 2w medlcal devices with private
organizations.

Legislation protecting biomaterial suppliers to medical

manufacturers with iiabil:ity vrotection 1f the device harms a
patient.

Accept European CE mark :n iieu of FDA approval.

Post market reporting and surveillance should be streamlined to
focus on devices posing significant harm.

CROSSCUTTING

Reciprocity of approvals of drugs, biologics, devices and food
additives with foreign countries, i.e., when another
industrialized country with review programs and comparable rigor
approves a product, approval would be automatic in this country.

Unrestricted export of unapproved drugs, biologicals, and devices
to countries that have alreadv given the products their approval.

Creating one government-wice "inspection service" under wnich
most government inspections would be carried out (2.g9., a firm

would get a visit from cne inspector, who would inspect for
food/drug, environmentai, worker safety, and other violations).
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Change in Federal Payments to States Under Medicaid Capped Payments
Capped Payments at 5%: 1996 - 2002
(Dollars in millions, fiscal years)

Range: Reductions (-) or Increases (+) in Federal Grant

State Baseline Growth | State Baseline Growth at |
National Rates * State Projected Rates (93-96)°
uSs (192,580) (192,580)
labama (2.293) (768)
laska (375) 187
IArizona (2,164) (3,012)
Arkansas (1,449) (241)
California (21,646) (6,915)
Colorado (1.841) 609
onnecticut (3.258) (4,182)
Delaware (414) (710)
District of Columbia (1.037) (794)
Florida (8.008) (14,572)
Ceorgia (4,482) (6,142)
Hawaii (651) (1,002)
|daho (445) (401)
Nlinois (7,339) (4.490)
Indiana (3.674) 1,516
lowa (1,496) (1,176)
Kansas (1,208) 952
Kentucky (2.468) (163)
Louisiana (5.117) (124)
Maine (1,208) (374)
Maryland (3.315) (5.746)
Massachusetts (5.881) (3,531)
Michigan (6.554) (5.304)
Minnesota (3.425) (4.528)
Mississippi (1,800) (1.404)
issouri (3.373) (1.913)
Montana (446) (170)
Nebraska (851) (1.011)
Nevada (529) 78
New Hampshire (856) (1.072)
New Jersey (6,130) 1.700
New Mexico (913) (1.524)
New York (31,123) (77.036)
North Carolina (4.602) (8.129)
North Dakota (352) @)
hio (7.659) (7.403)
Oklahoma (1,364) 103
Oregon (1.648) (4,444)
Pennsylvania (9.230) 709
Rhode Island (1,027) 468
South Carolina (2.658) 19
South Dakota (408) (485)
ennessee (4,.413) (2.495)
exas (11.394) (19,398)
Utah (717) (726)
Vermont (378) (196)
Virginia (2.605) (1.528)
ashington (3.626) (4.092)
est Virginia (1,552) (348)
isconsin (2.964) (1.127)
yoming (214) (236)

Base year. State projecled FY 95 federal expenditures. Assumes capped paymants efective FY 1996

“Basealine expenditures are adjustad to sum 1o CBO total reductions
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THE WHITE HOUSE

Office of the Press Secretary

For Immediate Release January 18, 1994

EXECUTIVE ORDER

= = o m = -

ADVISORY COMMITTEE ON HUMAN RADIATION EXPERIMENTS

By the authority vested in me as President by the
Constitution and the laws of the United States of America.
it is hereby ordered as follows:

Section 1. Establishment. (a) There shall be established

an Advisory Committee on Human Radiation Experiments (the
"Advisory Committee” or “Committee”). The Advisory Committese
shall be composed of not more than 1S members to be appointed
or designated by the President. The Advisory Committee shall
comply with the Federal Advisory Committee Act, as amended,

s v.s.C. App. 2.

(b) The President shall designate a Chairperson from among
the members of the Advisory Committee.

Sec. 2. Functions. (a) There has been established a
Human Radiacion Interagency Working Group, the members of which
include the Secretary of Energy, the Secretary of Defense,
the Secretary of Health and Human Services, the Secretary of
Veterans Affairs, the Attorney General, the Administrator of
the National Aeronautics and Space Administration, the Director
of Central Intelligence, and the Director of the Office of
Mariagement and Budget. As set forth in paragraph (b) of this
section. the Advisory Committee shall provide to the Human
Radiation Interagency Working Group advice and recommendations
on the ethical and scientific standards applicable to human
radiation experiments carried out or sponsored by the
United States Government. As used herein., "human radiation
experiments” means: '

(1) experiments on individuals involving intentional
exposure to ionizing radiation. This category does
not include common and routine clinical practices,
such as established diagnosis and treatment methods,
involving incidental exposures tO ionizing radiation;

(2) experiments involving intentional environmental
releases of radiation that (A) were designed to
test human health effects cZ ionizing radiation; or
(B) were designed to cest :the extent ¢{ human exposure
to ionizing radiation.

Consistent with the provisions set forth in paragraph (b) of
this section, the Advisory Committee shall also provide advice,
infcrmation, and recommendat:ons cn tine Isllowing experiments:

more
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