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OVERVIEW 

Introduction 

In March 1995. President Clinton announced a series of regulatory refonn initiatives designed to 
reduce ,the burden of FDA regulations on the drug and device industries without sacrificing any of the 
health and safety protections that the American people rightly expect for these products, The repon, 
Reinventing Drug and Medical Device Regulations, issued by Vice President Gore's National 
Perfonnance Review. announced initiatives that will streamline the regulation of drugs and medicaJ 
devices. 

Today's report focuses on FDA's efforts to reform the regulation of biotech drugs used for therapy. 
The changes outlined in this report represent the most significant overhaul of the regulation of biotech 
drugs the FDA has ever attempted. FDA will in essence harmonize its regulation of biotech drugs that 
qualify as "wcU~haracteri~ed." making uniform the requirements of its two prodUCt centers 
responsible for helping to ensure the safety and effectiveness of biologic drugs: the Center for 
Biologics Evaluation and Research (CBER) and the Center for Drug Evaluation and Research 
(COER), According to the biotechnology industry. these changes will save their companies millions 
of dollars. reduce the required paperwork by thousands of pages, and cut drug development time by 
months, At the same time. the agency believes that these modifications will not diminish the safety 
and effectiveness of biotech drugs, 

For weB-characterized, therapeutic biotechnology.derived drugs-a definition that includes most 
biotech drugs-FDA will: 

• 	 eliminate CBER's exisdng requirement thal manufacturing facilities be separately licensed: 
and 

• 	 eliminate the existing policy under which CBER evaJuates and releases individual lots of 
biotech drugs after the drugs have been approved, 

For aU biologics. including biotech drugs regulated by CBER. FDA will: 

I. 
• 	 replace with one fonn the 21 different approval application forms for biotech drugs. blood, 

vaccines, and other dregs: 
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• 	 eliminate the current requirement (hat promotional labeling be approved prior to the launch of 
a biologic and for 120 days following its approval; 

, 
• 	 decide within 30 days whether newly submitted information supports the initiation Of, 

continuation of a human investigation that the agency has put on hold: and 

• 	 pemlit a corporation to designate more than one pers(;n to act as a "Responsible Head" in 
dealings with CBER. 

These initiatives will greatly streamline the regulation of biotech drugs. hannonize the requirements 
with respect to manufacturing. and facilitale the development and marketing of new biotech drugs, 

Background 

Two FDA operating components regulate drugs: CBER. which regulates blood. vaccines, human 
tissues and many drugs derived from living organisms. principally under the Public Health Service 
Act; and COER. which regulates other drugs under the Federal Food. Drug. and Cosmetic Act. 

The drugs made from living organisms regulated by CBER ate subject to statutory requirements in 
addition to (hose governing ail other drugs. For statutory reasons, and historical reasons. the two 
centers have approached the regulation of biotech drugs somewhat differently. For example. CBER 
has required two separate licenses for every biotech drug that it regulates: (1) a product Jicense; and 
(2) an eSlablishment license for e-ach facility in which the drug is manufactured. CBER has also 
required "tor~by~lo1 release" for the biotech drugs that it regulates. which means that CBER a~thorius 
the release of iodividuallolS, 

The agency is nOw proposing to"harmonize the tWQ centers' policies and requirements for therapeutic 
bio~h drugs that qualify as "wen-characterized," which includes most biotech drugs. 
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FDA'S PROPOSALS FOR REFORM 


Eliminati()n of the Requirement for an Establishment License AppHcation 
for Most Biotech Drugs 

Background: Section 351 of the Public Health Service Act. which is administered by CBER. requires 
that biologics be manufactUred in es.tablishments holding a license. CBER currently requires 
manufacturers of all biologics, inclUding the biotech drugs it regulates. to obtain approval of an 
establishment license application for each facility in which a biologic is to be manufactured. In 
addition, bOlh CBER and CDER require drug manufacturers to obtain approva1 of a separate product 
application prior to marketing a new drug or it new biologic. According to companies that 
manufacture biotech drugs, complying with Ihe establishment license application requirement can cost 
millions of dollars. require the filing of thousands of pages of infonnation. and delay the submission 
of an application to the agency by several monilis, Thus. the requirement for establishment license 
applications places a Significant burden both on industry. whicb must produce the~ and on the 
agency. which must review them, 

Technical advances over the last 15 years have greatly increased scientists' ability to control the 
manufacture of many biotech drugs, After over a decade of experience with these drugs. the agency 
ha." found tbat it can review the safety. purity, potency. ,and effectiveness of most biotech drugs 
regulated by CBER without requiring a separate establishment license. 

Proposal: CBER will eliminate the requirement for submission and approval of establis,hment license 
applications for therapeutic biotech drugs that are "well-characterized." In place of the f$tablishmeol 
license application. CBER will evaluate the adequacy of manufacturing facilities by insPection for 
compliance with good manufacturing practices and through the use of a new chemistry. 
manufacturing, and contrQls section of a newly reVised product license application. The format and 
content of the product license application will be harmonil.ed with a slightly revised new drug 
application for the well-chamctenzed biotech drugs regulated by COER. (The new drug application 
revision will consist of the addition of a simple one-page floor plan sufficient to allow &;1 FDA 
reviewer to visualize the production of the drug, but will not require a detailed description of 
equipment placement,) CDER and CBER will use the same technical guidance documents. 
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The harmonization across centers of the chemistry, manufacturing, and controls format and content 

win also reduce the amount of information that biotech companies will need to provide in t~e product 
Ij.cense application. For example, in many instance~ manufacturing facility information will n'ot be 
submitted to the agency, but wilt be reviewed during good ma~ufaclUrlng practice inspections. 

Preapproval inspections for biotech drugs regulated by CBER will continue to be done jointly by 
headquaners and field staff. These inspections will be comparable to the inspections currently 
conducted for biotech drugs regulated by CDER. To ensure thai inspeclion procedures for biotech 
drugs will be consistent acrOSs the centers and the field, (he FDA will train its scientists and inspectors 
using the same principles. 

, 
As described in the National Performance Review's report On Reinventing Drug and Medical Device 
Regulations, FDA has already begun reducing requirements for preapproval of manufacturing and site 
changes. Under this proposal. manufacturing and sile change requirements for biotech drugs win be 

harmonized across CBER and CDER. To implement lhis proposal, the agency will develop a 
definition of "well-char.tclerized" biotech drugs. The agency anticipates that most therapeutic biotech 
~rugs regulated by CBER will fall within this definition and, therefore. will be exempted from the 
requirement to submit and have approved a separ.tte establishment license appUcation. To refine the 
agency's definition of well-characterized biotechnology~derived biologic drugs eligible for these 
streamlining efforts, FDA L$ also sponsoring a public scientific wQrK.<;l1op on Dec. IJ-D. 1995. 

The agency anticipales that [he workshop may idenlify additional product classes [hat could be 
exempted from the establishment license application requirements. 

FDA believes that these changes in regulatory procedures and requiremems will not diminish the 
safety, purity. potency. and effectiveness of biotech drugs. This is ~ecause wilh in-process control and 
process validation. the identity of the drugs \0 which the changes apply can be determined, their purity 
can be controlled and quaolified, their activity and quantity can be measured, and both the 

manufacture :md the end-product release specifications can be validated. 

Impact: Companies developing and manufacturing most hiolech drugs regulated by CSER will no 
longer have to prepare establishment license applications and submit them to the agency for approval. 
The amount of information that companies wiU need to provide in the product license application will 
also be reduced. These proposed changes wlli get biotech drugs to market faster and will enable 
companies to devote more resources to developing drugs and ensuring that they are manufactured 
appropriately, and fewer resources to submitting documentation to the agency. This change w~n 
especially benefit small biotechnology companies that lack experience in preparing establishment and 
product license applications. According to companies, the establishment license application 
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requirement adds subslantiaUy to the cost of bimech drug approval. 

These proposed changes wilt also harmonize the requirements across the agency concerning a 
company's ability to contract out manufacture of its well-characterized therapeutic biotech drugs. 
These proposals will eliminate the requirement that each separate Contract facility engaging in 
significant production steps obtain its own establishment license, Instead. each such biotech drug will 
be covered by only one marketing application. which lists al1 manufacturing locations. regardless of 
how many separate companies are involved in its manufacture,

", 

Implenlentation and Timeline: Within 45 days, the agency wiU issue a proposed rule under which 
companies manufacturing "well~characterized biotechnology·derived drugs" would not be required to 
obtain a separate establishment license. The proposal will aUow 30 days for comment. The agency 
wilt publish a final rule 7S days after the close of the comment period. 

! 
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Elimination of Lot Release Requirements for Biotech Drugs 

Barkground: Biologics have traditiona!iy been complex mixtuT.es (If substan~s produced ~marily 
from living Qrganisms. and have been difficult to define by precise tests. They _"elude vaccmes, 
products made from hum!ln or animal blood. and other products made from a variety of materials. 
Because of the inherent variability of these products, each individual lot of most biologics bas been 
subje<:t to evaluation and lesting by FDA. 

Historically, the lot release requirement has served an important roie in the regulation of biolOgical 
drugs and has prevented {he distribution of unacceptable lots. Greater control has been achieved by 
manufacturers over the production of biotech drugs through in~process controls, process validation, 
and recent advances in analytical techniques. For well·characterized therapeutic biotech drugs. the 
agency has found that once a company has demonstrated its ability to consistently produce acceptable 
lots, and has procedures in place that will prevent the release of lots that do not meet releasl: 
specifications, it is not necessary for FDA to verify that each manufactured lot is acceptable for 
release, 

Proposal and Justification: Once it well·characterized therapeutic biotech drug has been licensed 
for marketing and its manufacturing process has been validated. it will not be subject to lot~by~lof 
release by FDA. The agency will monitor companies' compliance with the requirement that they 
assay each lot and release only those that meet release specifications. fn light of the developments iIi 
manufacturing and testing for weli·charucterized biotech drugs. FDA's lot-by-lot relea.<;e is not 
necessary. 

Impact: The elimination of lot~by¥!ot release of biotech drugs will result in a significant savings of 
time and resources for both the industry and the agency: There will be no significant additional risk to 
public heal!h because these drugs are well·characterized and do not warrant direct agency 
paniciprUlon in quality-assurance testing. 

Implementation and Timelme: The agency will immediately begin sending leuers to affected 
companies advising them of the change in the lot~by-lot release policy. Within 30 days. the agency 
will issue a notice describing the elimination of lot~by-Iot release for well-characterized therapeutic 
biotech drugs. 

., 
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Hannonized Application Format for AU Drugs and Biologics 

Background: CBER currently uses i9 different produc[ license application fonns and a separate 
estabtisnmcmlicense application fOI111, In addition, CDER has a separate new drug application form. 
This is confusing fOf the industry. 

Proposa~ and Justification: The agency will consolidate the 21 different application ~orms into one. 
The harmonized form will contain a technical section on the esmbJishment. which will be applicable 
only to those biologics for which establishment application review will continue to be necessary. The 
agency also intends to include some elements from the European Community fOffilat in order to 
facilitate international hannonizadon of applications. 

In addition to a hannonized application fonn. the technical requirements and guidance documents will 
be the same across the agency for well-characterized therapeutic biotech drugs, regardless of which 
center regulates them. Also. tbe agency will harmonize its procedures regarding contracling out 
manufacture of drugs and biologics. 

Impact: Companies will be able to provide higher quality s.ubmissions. Time to prepare applications 
will be reduced because forms will be standardized. 

FDA will reduce 21 applications to one application. The slandaJ"4 foonat should expedite review by 
FDA staff and can be used as a basis for electronic submissions. 

Implementation and Timeline: Within 60 days. CBER wiU make available a draft fooo which 
companies may choose to use for product license applications for well~cbaracterized therapeutic 
biotech drugs. Within six months. FDA will publish a proposed revised. application f~ for all drugs 
and biologics. 
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Elimination oflhe Preapproval Requirement for Promotional Labeling 

Background: CBER currently requires preappcova( of promotional labeling prior to launch of a new 
biologic and for 120 days following approval of a new biologic. This is inconsistent with what is 
required by CDER. which requires companies to send such information to the agency at the time the 
company disseminates it. 

, 
Proposalllod Justification: CBER will change its current policy that labeling in connecti~n with the 
launch of '1 new produCl be approved. 

Impact: Industry will no longer need [0 await approval of promotional labeling prior to disseminating 
it Agency resources will be freed up to accomplish olher review activities, 

implementation and Timeline: Effective immediately. Ihe agency will no longer require preapproval 
of promotionallabeting. The agency will promptly issue a Federal Regtsrer notice announcing this 
n~w polky. 
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Agency Responses to Data Submitted Regarding Clinical Holds 
I 

Background: Companies or individuals that intend to study investigational drugs or biologics in 
humans must first submit an Investigational new drug UND) application to the agency. They may 
proceed wilh the slUdy 30 days after the agency receives the application. unless FDA puts the study 
on clinical hold. A clinical hoJd is a directive issued hy FDA that prevents the clinical study from 
proceeding, Thus. a researcher or company that intends to begin testing a new biologic or drug in 
humans. or is in the process of testing a new biologic Of drug in humans. may not begin or continue 
the study until FDA releases the clinical hold. Currently, FDA has no ~ntemal requjrem~nts regarding 
how much time it may lake to evaluate data submitted by Ihe sponsor in response to the clinical hold. 
While the agency has generally responded in a timely manner, sponsors would like the predictability 
engendered by an agency commitment to respond within a specified time frame. 

Proposal and JustirJcation: FDA wiU commit itself to review and respond to- data submitted in 
response (0 a clinical hold within 30 days of receiving the submission. Unless FDA responds within 
that period. the investigation may proceed. FDA believes that the 3O-day period will meet the needs of 
sponsors. and is within the resource capabilities of the agency, 

, 
Impact: The proposed change will prevent delays in agency review of data submitted in·response to a 
clinical hold on an {NO. and thus prevent unnecessary delays tn the start or condnuation of clinical 
studies. 

[mplementation and Timeline: FDA will publish within six months. a guidance document 
establishing new procedures for reviewing data submitted in response to clinical holds on INDs, 

, 
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Revision of the Requirements for a Responsihle Head for Biological 

Establishments 


Background: MunufaclUrers of biological products are required to name a "Responsible Head" who 
is to exercise control of the manufacturing establishment in all matters relating to compliance with the 
regulatJons and who is to represent the manufacturer in all dealings with FDA. This- individual must 
have an understanding of the sl;ientlfic principles and technjques related to the manufacture of 
biological products. 

In the past, biological product manufacturers typically were small companies. such as blood banks. 
that made products at one location. The requirement thal a single responsible head represent the 
company was practical for such small operations. Today, however, manufacturers ofbiologicai 
products lend to be larger firms with more manufacturing locations and more complex corporate 
structures. rv!ost companies do not have one person with the knowledge to represent a company in all 
matters. hut instead have several people with expertise in regulatory affairs. manufacturing, and 
medicnl issues, 

Proposal and Justification: f-TIA proposes to revise lis requirements for a "Responsible Head" to 
~ 	 aJtow more flexibility (0 assign conlrol and oversight responsibility within a company, The revisions 

will still ensure the proper oversight and accountabjiity within a firm, but win conform to the way 
biological firms assign responsibHities to their senior experts, 

Impact: Firms will be able 10 divide management responsibiJity among approprjate regulatory. 
medical. or manufacturing staff These individuals will be able to directly communicate with the 
agency on oflkial maners related to biological products they manufac1ure, 

Implementation and Timeline: FDA will publish a proposalro revise the regulation within nine 
months. ' 
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OVERVIEW 


introduction 

The Food and Drug Administration has demonstrated a longstanding commitment to the· prompt 
consideration and, when appropriate, early approval of new Iherapies for cancer patients. However. 
the overall process of developing a new agent is a i.:omplex one, and a substantial period exists 
between the firs! introduction of the agent into humans and the completion of clinical trials leading to 
formal submission of an application. 

Faster Approvals 

In order to speed up the entire process further, FDA is adopting a uniform policy Ihat wiU permit 
accelerated approval of a signiticant number of new cancer therapeutics. In the past. FDA has 
approved cancer Iherapies on the basis of an agent's ability to produce an effect on the well· 
established and long-recognized criteria such as surviva1, improved quality of life. and relief of 
symptoms, us well as objective disease regression, When partial response of disease (me,usurable but 
incomplete tumor shrinkage) has been nOled in patients ~ho have extensive or metastatic cancer. it 
has oflen correiated with the other approval criteria. Because of this experience. FDA believes that for 
many cancer therapies it is appropriate to utilize Objective evidence of tumor shrinkage as a basis for 
approval, allowing additional evidence of increased survival and/or improved quality of life 
associated with that therapy to be demonstrated later. By utilizing objective resJ)Qnse as a surrogate 
endpoint in cancer clinical trials, FDA will decrease the total lime needed for marketing approval in 
many situations. 

Expallded Access 

FDA js also commiued to helping provide greater pafient access to potentially, effective cancer 
{remments even before full marketing approval, wherever possible. So~caned "expanded' access" 

mechanisms. such as Treatment Investigational New Drug (IND) protocol, the Group C Program. and 
"compasslonate use" (single patient) protocols huve been successfully utilized, They pennit patients 
to receive promising but not yet fully studied or approved cancer therapies-that are undergoing 
clinical testing-when no other satisfactory options exist. To facilitate this availability even more, 
FDA is adopting a policy that will actively encourage the submission of expanded access protocols 
for U.S. patients for therapies that are approved in other countries. This policy will help ensure [hat 
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promising new Iherapies are available in the United States: near the time of their availability in other 
countries and will ease the burden on commercial sJXlnsors of preparing an expanded access protocol 
submissions. 

Listening to Patients/Removing Barriers 

FDA is undertaking two addirional efforts that should positively affect the review of new cancer 
therapies. One policy will improve the representation of patients with disease~specific perspectives on . , 
FDA'5 cancer~relaled advisory committees. The second policy will reduce the number of IND 
Applications required for additional studies of already approved therapies. 

FDA is undertaking these initiatives after carefully considering suggestions and advice offered by 
patients and their advocates. pharmaceutical industry representatives, physicians. and researchers. The 
Agency wit! conrinue to seek their views, as well as those of FDA advisory committees and the , 
National Cancer fnstitute. FDA's intention is to foster expanded access to promising cancer ' 
treatmentS because cancer is among the greatest public health problems facing the United States. 
These initiatives are also prompted by the increasingly large number of cancer therapies being 
developed by the pharmaceutical and scientific communiries and the demonstrated willingness of 
these communities to lind the best use of new agents by continuing to study them after initial 
approval. FDA wishes to encourage the rapid development and availability of these and future 
therapies. 
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FDA'S PROPOSALS FOR REFORM 


Accelerating'Approval of Cancer Therapies 

For Primary and Secondary Indications 


Background: Currently, FDA may utilize the "accelerated approval" process to allow marketing of 
ther3peutic~ for patients with serious and life~threatenjng diseases, Under existing regulations. a new 
drug or biologic agent that is intended to provide a meaningful therapeutic benefit over existing 
therapies may be approved on the basis of: 

i 
adequate and well·controUed clinical trials eSfablishing that the drug product has an effect 
on a surrogate endpoint that is reasonably likely. based on epldemioiogic, therapeutic, 
pathophysiologic, or other evidence, to predict clinical benefit or on the basis ofan effecl 
on a clinical endpoittl other than survival or irreversible morbidity. Approval under this 
section wilthe ,mbjectttJ the requirement that the applicant study the drug further. to verify 
and describe its clinical benefit. where there is uncertainty about the relatiotl of the, . 
surrogate endpoint to clinical benefit, or ofthe observed clinical benefit to ultimate 

outCome. Poslmarketing studies wouid usualiy be siudies already underway, When 

required to be conducted. such studies mllst also be adequare and well~cOnlrolled, The 

applicant shall carry oul any such studies with due diligence. 

(21 CFR§314.510and21 CFR§60L4L) 

Although the accelerated approval provisions have been applicabJe to promising treatments for cancer 
patients who do not benefit from or cannot tolerate availahle therapy. (his approval mechanism has 
not been frequently utilized, largely because general agreement on reasonable surrogate endpoints has 
been lacking. 

Until now, therapies for cancer patients have usuaUy been approved on the basis of objective response 
to the agent (tumor shrinkage) together .with direct evidence that the therapy produces measurable 
clinical benefit. Typical approval endpoints have included response rate together with increased , 
patient survivai. decreased recurrence rate~ increased disease-free interval. and/or improved quality of 
life. It bas been assumed that durable, complete clinical response (complete disappearance of 
delectable tumor) is a valid surrogate for such clinical benefit, but it is only infrequently achieved. 
Much more commonly, partial tumor shrinkages are induced. and evidence has accumulated that such 
responses are often directly linked to longer or better patient survival. In fact, for certain new agents. 
FDA has already begun to rely on a reasonably high rate of verifiable objeclive partial respc:nse to the 
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thempy as a ba$i$ for approval of agents to treat refractory malignancies. without requiring evidence 

of improved survival or quality of life. Subsequently. additional trials have been conducted to confirm 

Qr expand th!: product's indications, While the predictive value of partial responses may still be a 


maUer of dist'ussl0n and study for all types of cancer patients, FDA has concluded that for patients 

with refractory malignant dlseases Dr for those who have no adequate alternative. clear evidence of 

ami-tumor activity is a reasonable basis for approving the drug. In these cases, studies confinning a 


clinical benefit may appropria~l>' be completed after approvaL 


Proposal and Justification: Under this initiative. FDA will substantially ex.pand the use of the 

accelerated approval process for cancer treatments. based upon verified and recognized demo.nstration 

of objective tumor shrinkage. F~r approval, the potential effectiveness of the treatment should 


outweigh its toxicities, FDA will also apply Ihe accelerated approval provisions to certain products 

intended to remove a serious or life-threatening toxicity of cancer treatment 


For products approved on the basis of tumor shrinkage, post-approval studies wiU usual1y be required 

to further define the utility of the new agent for the approved andlor other indications, either alone or 

in combination with other agents, 


For accelerated approval of products that remove treatment-associated toxicities. post-approval ., '~ 


studie~ will be required, as appropriate, to study the effect of the therapy on survival. and/or to 

demonstrule thilt the surrogate measures correspond to clinical benefit. 


A posHlpproval ~tudy will not necessarily be required in the exact popUlation for which the aPproval 
WU$ granted. For example. where a product was approved fO treat patients with refractory malignancy, 

additional informution from that pop-ulation may not, for example, be as useful as randomized. 
controlled trials in a previously untreated population, 

[0 many instances, additional studies would be already under way althe time the accelerated approvaJ 
is granted. If such studies are adequate and well·controlled (either utilizing proper historical controls 

or randomizulion). they may fulfil! the accelerated approval requirements for post~approva) studies. 
All required post-approval studies should be carried out with due diligence, Failure to do so would 

con'ti,u'e grounds to wi.hdraw approval of .he product applic ••;on. (21 CFR § 314.530(3) or 21 CFR 
601.43(a).) FDA may also withdraw approval of the application if studies fail to demonstrate clinical 
benefit. /d, . 

Supplemental Applications: The greater utilization of the accelerated approval provisions for ,cancer 
treatments ~hould have an important impact not only on original applications but also on supplemental 
applications for secondary indications, FDA recognizes tbat the actual use of cancer agents "",uy be far 
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broader than the approved indications. and that. because of the nature of cancer therapy, the approved 
label does: not necessarily convey aU the medical conditions for which the agent is used and may be 
useful. Nevertheless, for a variety of reasons, the FDA-approved label should accurately convey as 
many of the agent's uses as are properly supported by data. FDA encourages the submission of 
supplemental applications for secondary indications and believes that this initiative wiH significantly 
expedite the time to marketing approval. 

Impact: This new policy is designed to make it easier to study cancer therapies and shorten the total 
time for first and subsequent marketing approvals for a wide range of cancer therapeutics. The 
broader use of accelerated approval will provide an important benefit to patients by penniuing the 
marketing of promising Cancer therapies at an earlier time than was previously possible. Although the 
complete success of this initiative depends upon the commitment of product sponsors. clinical 
investigators and patients to complete crucial studies after marketing, it is FDA's experience [hat in 
the field of oncologic therapy there is a tradilion of continuing to study approved Products. 

Implementation and TimeUne: This initiative is effective immediately. 
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Expanded Access to Investigational Cancer Therapies 

That Have Been Approved in Other Countries 


Rackground: FDA recognizes that many cancer patients who have exhausted standard therapeutic 
options, or who do not have such options available. Seek access to new treatments that may offer 
some hope of benefit. They may be willing to accept some risk from products stU! under study and 
Wilh potentially dangerous toxicitie. ... While most new agents are available in the United States at 
about the same time as in other countries, if not earlier. there are occasional exceptions. Cancer 
palients may feel particular frustration when new cancer treatments are approved elsewhere in the 
world before they are approved in the United States, 

Although the primary purpose of Ihe investigational use of a new product is to generate suffic.ient data 
to establish safety and effectiveness. several mechanisms current1y exist to allow patients "expanded 
access" to such products (i,e., to allow patients access to the experimental agent primarily for the 
purpose of treatment rather than data gathering), These mechanisms include Treatment INDs., Group 
C drugs made available through the National Cancer Institute, and "compassionate use" (single 
patient) protocols. Ordinarily. these expanded access options become available after the product has 
been studied in the United Stales in a substantia! number of palienls. ' 

Proposal and Justification: FDA believes that when a cancer therapy is under study in the United 
Stales in a controlled clinical trial and has been approved by an identified regulatory authority in a 
foreign country. there may be an adequate basis to allow early expanded access based on the data 
package submitted to the foreign regulatory authority, Therefore, whenever a cancer therapy for 
patients who are not cumbie or wen-treated by currently available therapies is approved by a 
recognized foreign regulatory authority. FDA intends to contact the U.S. sponsor and encourage the 
submission of an expanded access protocol. regardless of the Jenglh of time that the product has been 
studied in the United States. t The expanded access protocol will be directed at the same general type 
of p~!tient condition and similar dosage and s~hedule as formed the basis for the foreign appro:val. An 
English-language versi~n of the relevant dala submitted to the foreign regulatory authority will be 
accepted a<; providing the information needed to consider the expanded access protocol application. If • 
Ihese dara are adequate, FDA will permit use of {he therapy for appropriate patients under the 
expanded access protocol. ' 

Recognized Acceptable Regulawry AlttJwriries: For consideration under this policy. a foreign, 
regulatory authority is 10 be identified as having review practices, review standards. and access to 

, If tl!tr~ ,. cun=dy <m 1)$, <ponsoc lhe FDA will cnnmCI the foreign spml~or ~""l encOOr.1g<" it 10 file lUI INO O!'I« the INO ilt fil<:d. FOA "'ill 

encoun$C ~uhmi~sioo of un elp.m<.icd a<:,e~$ 1'1'0>0«11. 


Reinventing the Regulation of Cancer Drugs 6 

http:encOOr.1g


spedalizcd expertise in the evaluation of agents for use in cancer treatment that are sufficient to allow ,
FDA to conclude [hat a marketing approval action by that authority is likely to provide an adequate 
basis for proper consideration of an expanded access protocol for U.S. patients.' 

Types ofTrealmerus to Which This Policy Applies: FDA will encourage submission of expanded 
access: protocols for therapeutic products under slU.dy in the United States that-have been approved in 
a foreign country for treatment of patients with forms and stages of cancer that are no~ adequately 
treated by therapies currently approved in the United States. The route, dose and schedule of 
administration of the agent will generally be similar to that approved by the foreign regulatory 
authQ{:ity. unless the sponsor is able to provide data supporting the safety and potenti~ efficacy Qf an 
alternate dosing regimen. 

Pursuit ofMarketing Approval: To ensure thai this process does not become a subSlitl.~te for obtaining 
full marketing approval. the sponsor of the product win be required to demonstrate thal il is pursuing' 
markeling approval-accelerated or otherwise-with due diligence. (See 21 CFR §312A2(b)(4)(vii).) 
Due diligence requires that the sponsor has begun, or made credible plans for, the early initiation of 
studies designed to obtain data needed for submission of a marketing application. Such studies should 
be deSigned in conjunction with FDA 10 optimize study designs. There is a risk that the avaHab-iJity of 
expanded access protocols for an unapproved cancer agent may interfere with the enrollment of 
patients in the trials intended to support marketing approvaL It is therefore imperative that [he trials 
intended to support marketing approval be designed to efficiently enroll patients. FDA believes that 
one of the best mechanisms for ensuring adequate enrollment is to design the trials so t~~t they offer a 
hope of personai benefit to the patien1~volun[eers that is at least equal to the hope of benefit associated 
with rreatment under the expanded access protocol. 

Impad: This pOlicy will help make experimenral cancer therapies available to patients shortly after 
they are approved in other countries even if they are early in their U,S, development Reliance on [he 
data submitted to the foreign authority could also ease the burden on sponsors of preparing a U.S. 
expanded access application. Under an expanded access protOCOl, the required data collection from , 
the enrolled patients would usually be relatively limited, Nonetheless. this infonnarion has sometimes 
in {he past provided important data for marketing applications. To ensure that this process does not 
become a substitute for obtaining marketing approval, the sponsor of [he therapy will be required to 
demonstrate that it is pursuing marketing approval-accelerated or otherwise-with due diligence, 
FDA will work with the sponsor to develop an expanded access protocol that does not interfere with 
the enrollment of patients in the studies that will support approval. 

'For r .. r..()~es al il".ili~til\g thi~ policy, «()~:')lri.:S which o.e the Eogh~h language and ~r>: lJen!i(fCd :n S-e~tion g(}2ttil(4"AI of the! f-werll-I FuOO. Drug 

1I1hi Cmmttic Act will be ("mancd firsl. ' 
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Implementation and TimeUne: To implement this initiative. FDA will establish a system to monitor 
the approva1 of new cancer therapies by foreign countries with identified regulatory review 
authorities .. Information from the U,S. FDA about U,S, appro,,:als of new cancer therapeutics will be 
communicated to them to foster a bilateral exchange. FDA will make initia1 contact with the identified 
foreign regulatory authorities within 30 days. ,, 

. 
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Patient Representation on FDA's Cancer-Related Advisory Commillees 


Background: FDA relics on several advisory committees to provide the Agency with advice on the , 
consideration of cancer treatments. These panels are composed of individuals from outside the 
Agency, whose training, skills. and/or experience enable them to offer the Agency needed expertise in 
making decisions about new medical treatmenfs. Currently, many of these committees include a 
"lechnically qualified" publk representative who is identified broadly with consumer interests and has 
been nominateLi and recommended by a consumer~oriented organization. This individual serves as a 
liaison with interested consumers and their organizations. as wen as other potential constituencies 
served by FDA, and attempls to represent the perspectives of these groups on issues and actions that 
come before the comminee. 

Because there are $0 many differen! cancers, the number of appropriate perspectives is larger than a 
single ~onsumer can represent. As a result. organized patient advocacy groups have requested that 
Iheir intercs!s be more specifically represented on the advisory committees that conside'r cancer 

therapies by the addition of ad hoc representatives who have experience with the s.pecific cancer for 
which a therapy is under consideralion. For certain other advisory com.mittees that review products 
for other IiftHhreatening diseases. FDA already includes an ad hoc patient representative for the 
specific condition for which .1 product is indicated, 

Proposal and Justification: It has been FDA's experience that weU-infonned and motivated 
representatives of the patient's perspective provide a valuable contribution to the decision making 
associated with the review of new cancer therapies. FDA has Iherefore concluded that an ad hoe 
patient representative with experience in the specific malignancy for which a therapeutic product is 
under considenuion should be included in the advisory committee deliberations concerning that 
producL This individual will be screened in the same manner as other full members. [n order to 
properly develop a system for selection and service of palient representatives for all future advisory 
comminec meetings un cancer the:mpies, the agency has enlisted the assistance of an external 
consultant with expertise in this area. 

Impact: This proposal will make more uniform FDA's policy of including patient perspectives on 
new cancer !rcatments and responds to public interest in increased participation in the advisory 
committee process. In addition, the proposal is responsive to a recommendation of the Institute of 
!v1edicine's 1992 Repon Oil FDA Advisory Committees "that the concept of consumer be expanded to 
include patients and patient-oriented organizations:' Adding participation of ad hoc patient 
rl.;!presenl"ti\'~s 10 canc~r~related advi,\ory committees will also increase consistency with' some other 
committees that consider products for lire~threaiening illnesses. 
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Implementation and Timeline: In order to establish ao equitable and effidem framework. FDA is 
working wilh an external consultant to develop a model system for recruitment. assessment. selection; 

,and utilization of patient representatives, In the interim. while t"his report is being considered. the 
cancer liaison staff;n FDA's Office of AIDS and Special Health Issues (OASHI) will: 

• Publish a notice in the Federal Regi"fterto seek greater patient representation on advisory , 
committees that consider cancer therapies, and send leHers to individuals and organizations on its 
cancer mailing list, which includes organizations representing cancer survivors. The letters will invite 
nominations for candidates to serve as ad hoc representatives to FDA's cancer-related advisory 
committee~. Nominees will be asked to provide copies of Iheir resumes with a brief statement of the 
disease~related topic for which they would be most appropriate and the details of any financial 
relationships that they huvelhad with the persons or companies. involved in the manufacture or saJc'of 
drugs. biologics and devices. 

• When it is decided which products will be considered at an upcoming meeting. the FDA Cancer 
Liaison Program staff will select appropriately screened and approved nominees for each meeting. 
The Cancer Liaison Program s.taff wHl contact the nominee for each topic, notify the nominee of the 
generul topic 10 be discussed, and request that the nominee reserve Ihe dare of the meeting. 

• When specific meeting dates are announced by FDA, the Cancer Liaison Program staff will 

notify the nominees of the meeting details. ask about conflicts of interest. and confinn availability. 

The staff will notify the executive secretary of the advisory t'ommittee and relevant FDA officials 

which nominee bas been selected. 
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Clarilication of Policy on INDs for Studies of Marketed Cancer Products 

Background: CUfiCnlly, FDA docs not require the submission of an IND to study a new use -of a 
marketed drug or biologicaJ product. where the agent will be used in generally the same patient 
popul<ttion lind in generally the same manner for which the agent was approved, and the study is not 
intended to support approval of [he new use or to support a significant change in the labeling or 
advertising of the product. {21 CFR §312.2(b).) Notwilhstanding this regUlatory exemption, 
physician~inve~tlgator5 frequently submil INDs for exploratory studies of marketed drugs and 
biological products for so-called "off-label" uses in situiltions where an IND is not striCtly required. 
There s~em to be two major reasons for these unnecessary submissions: (J) the physiciim~in\'eS(igalor 
or Institutional Review Board incorrectly believes that an IND IS required, or (2) the p~annaceutical 
manufacturer agrees to provide the product frec*of-charge, but is mistakenly concerned thai, unless 
there is an IND. r'DA will view the manufacturer's donation of the product as a promoiional activity. 

, 
t 

Proposal and Justification: FD."\' intend ... to reduce the effort of the clinical investigator by refusing 
to accept (NOs for exempt studies of marketed drugs and biological products, Moreover, FDA will 
reemphasize that rhe provision. by a sponsor of a marketed drug or biological product for a study, 
does not, in and of itself. consliwle promotional tlcliv!l), if the product is provided for a,physician­
initiated. bona fide' clinical investigation, 

(1) FDA will not accept an fND for the slUdy of a lawfully marketed drug or biological product if 
the proposed study meets all the criteria specified in 21 CFR §312.2(b)(1). as follows: 

• 	 The study is not intended to support approval of a new indication or a significant change in 
product labeling or advertising, 

• 	 The study does not involve a [oute of admini$!mtion or dosage level or use in it patient 
population or OIher factor that significanlty increases the risks (or decreases lhe acceplabilily of 
tht: risks) associated with use of the product. jnformation from previously conducted clinicuJ 
!riats that contain prior human experience relev~lOt to the safety and effectiveness of the drug for 
a proposed use (e.g., use of larger than usual doses, or use in new combination) ca~ be used to 
derermioe the degree of in<;reased ri:,k and the overall acceptability of the risk for the iOlended 
study population. 

• 	 The study meets the requirements for institutional review and infonned consent. ana does not 
{;ommercializc· the investigutional product. 

, 
It is. the responsibility of the investigator to determine whether an IND is necessary. Upon request. 
FDA will provide guidum:e to physician~in\'esligators about the need for an IND in panicular cas.es. 
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(2) FDA does not view the supply of a marketed product by the manufacturer or distributor for use 
in a study. in and of itself, as promotional activity. if the product is provided for a physician~initialed, 
bona fide <:!inical investigation. To assess the adequacy of a proposed study, the commercial 
manufacturer milY request review of the investigator's proposed investigational plan, Nothing in this 
policy prevents FDA from finding that certain subsequent uses of physician-initiated studies by t~e 
manufacturer or distrihutor constitute promotional activity, 

Impact: Clinical research wlil be rostered somewhat by the rehef of burdens associated with fiting 
and maintaining an IND. In addition. by not reviewing INDs for exempt studies, FDA will conserve 
resources thar cnn be redirected to reviewing other applications for promising new therapies. 

Implementation und Timeline: This initiative is effective immediately. 
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THENEWSBA 

REINVENTING SERVICE TO THE 
SMALL BlISINESS COMMUNITY 

OVERVIEW 


A New Strategy 

TIle Clinton/Gore Administration has pursued an economic strategy that promotes 

economic growth, reduces the deficit, expands trade. investS in people. and reforms the 

Government to make it cost less an4 perform better. The results are clear. The combi.ned 

rate of unemployment and inflation is at a 25-year low. The deficit has been reduced by 

$600 billion, The Federal Government is being cut down to size -- and it is on its way to 

becoming the smallest it has been since President Kennedy was in,office. 

We have begun not only to shrink the size of Government. but to change the way 

Government operates and the way it regulates the private sector. Government must be a 

partner with business, and small businesses in particular; in creating jobs and expanding 

economic growth. 

America's small business owners foster our Nation's economic growth and 

prosperity. They expect and deserve a Federal Government that lends a helping hand when 

it is needed and uses an even hand in applying its regulatory powers. With these goals in 

mind, President Clinton asked the Small Business Administration ("SBA") to work with smaU 

businesses to better understand their needs and to serve them more effective1y. This outreach 

is working. SBA has expanded its loan programs, reduced its own paperwork and 

regulations, and championed a government-wide effort to streamline regulations. It will 

accompiish even more in the months to come. 

This report contains a description of SBA's recent successes and proposed initiatives 

as it works to reinvent its own operations and to lessen small business regulatory burde·ns. 

-




A New SBA 


The Clinton/Gore Administration is committed to our Nation's small business 

community. It has fulfilled that commitment in part by maintaining a vibrant SEA that is. 

expanding its assistance to small businesses and reducing taxpayer costs. 

The number of small businesses is growing rapidly - during the last decadet more 

than 600,000 new firms have been created annually. Just last year, more small businesses 

were created than at any time in our country'. history. Throughout this period, small 

businesses created most of the Nation's new jobs. Today, they employ nearly 60 percent of 

the country's private work force. To help maintain and promote this growth, SBA has taken 

several important steps during the last two years and has plans to institute many more 

reforms, In doing so, the agency has worked closely with its customers to ensure that illS 

providing the right products for the small business marketplace. 

In order to promote access to credit, SBA provides loan guarantees to participating 

lenders under a variety of programs. In fiscal year 1995, nearly SIl.5 billion in long-term 

credit and other financial assistance will be provided to more than 67,000 small businesses 

through SSA's network of participating banks, non-bank lenders, certified development 

companies, and SBA-licensed companies. 

SEA has made significant reforms to expand its loan guarantee and capitai formation 

assistance. For example, the new "LowOoc" program features an easy, one-page application 

and a rapid response, usually within two or three days, for Section 7(a) loan guarantees up to 

$100,000. In fiscal year 1993, the year before the program was implemented, 30 percent of 

SBA's guaranteed loans we,e under $100,000. Thus far in fiscal y= 1995, the figure is 63 

percent. . 

SBA has proposed legislation that would dramatically reduce the government's cost 

of the Agency's financing programs while expanding the number of small businesses S!""ed. 

If these proposals are adopted, SBA will provide financing to more than 92,000 small firms 

in fiscal year 1996 and reduce to zero the government's subsidy cost of providing small 

business loans under both the 7(.) and 504 programs. 

SBA provides mu(;h~needed business education and training to small business owners. 

In 1994 the Agency provided counseling and training to more than 800,000 of its small 
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business clients through resource partners such as Small Business Development Centers 

(SBDCs) and the Service Corps of Retired Executives (SCORE), SBA is also leading efforts 

to create a "one-stop" electronic point of contact for all govemmen~ business, econo~ic and 

regulatory information that small businesses need to make informed decisions. Thisl"U,S. 
, 

Business Advisor" will soon be available to help make small businesses more efficient. , 
productive and competitive in the global economy. 

SBA acts as a strong advocate throughout the government on behalf of small, 

businesses. It does so through specific programs, including the government contracting 
, 

assistance programs and the Smali Business Innovative Research program. But true advocacy 

must go beyond SBA's own programs to include the broad scope of federal government 

involvement with small businesses. 

Accordingly, SBA has helped lead this Administration's efforts to reduce regulatory 

burdens on small business, In 1994, it co-sponsored an unprecedented interagency Small 

Business: Forum on Regulatory Reform. Reflecting the serious work of 150 smail b~ness , 
representatives and 80 govemment employees. the Forum produced a detailed list of ~ndjngs 

, 

and recommendalions, many of which have already been implemented by the participating 

agencies. On March 16, 1995. President Clinton announced reform measures to give;effect 

to the most important of those recommendations: a reduction in the paperwork burden on ,
small businesses and a waiver of punitive actions against first-time violators of certain 

regUlations, And, as part of a general review of regulations recently completed at the , 
President's direction, SBA has committed to revise all of its regulations by the end or: 

calendar year 1995, reducing lheir length by more than 50 percent 

SBA'$ disaster loans are the primary form of Federal assistance for non~farm. :private 

sector disaster losses. This program is the only SBA assistance not limited to small ' 

businesses. During the program's 41 years of existence, SBA has approved more than 1.25 

million disaster loans) comprising $22 billion in assistance, for victims of physical disasters. , 
During the last two 'years, SBA has laken several steps to simplify and expand aeeess to its 

disaster loan program. Victims of disasters now find it easier than ever before to reac~ out 

to SBA for a helping hand, 
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President Clinton is determined to create. strong. efficient. """t-effective SSA that 

works with our Nation's small business community to expand access to credit and capital, 

provide needed training and assistance. and serve as an advocate and watchdog for small 

business owners. His efforts have sbown significant and tangible results -- demand for SBA 

programs is up, paperwork and regUlation are down; service and customer satisfaction is at 

an all-time high. The new SBA know, Ihat even more can and should be done in the future; 

it win not cease its efforts to do more for the small business community in the months and 

years to come. 
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Ten Principles for Reinvention 

SEA is C()mmined to ten key principles: 

1. Promoting better access to capital for sma.JI business owners. 

2. Providing valuable small business education and training services. 

3. Using government resources in an efficient and cost-effective manner. 

4. 	 Working closely with the private sector to better support and assist the smatl 
! 

business community. 

5. Reducing paperwork burdens on small businesses and streamlinIng regulations as 

much as possible. 

6. Serving as an advocate for reform of government regulations so that they state 

dearly the rights and responsibilities of small business owners and the federal government. 

7. Working to assure that affected small businesses are included at every important 

step in the regulatory development process. 

8. Striving to improve communications between the federal government and 

affected small businesses to ensure that regulations are understood and followed. 

9. Promoting voluntary small business comp'liance with regulations through flexible 
. 

enforcement procedures. 

10. Assuring access to government business. economic and regulatory information 

by using state-of-the-art information technology. 
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ACCOMPLISHMENTS AND NEW INITIATIVES 
IN SBA'S "PORTFOLIOS" 

, 

During the past two years, SBA has made a concerted effort to serve iis constitUency 

better. It has eliminated requirements that no ionger made sense, reduced paperwork and, 
forms that interfered with use of its credit programs, and streamlined internal procedures. 

Although,SBA regulations are primarily designed to implement program delivery, rather than 

to regulate small business conduct. SBA's efforts have directly affected smaJI business 1 

owners in vital areas. such as improved access to credit and business training. In its oyera11 

role as an advocate for small business interests, SBA has championed a government-wide, 

regulatory reform effort. The accomplishments and continuing initiatives arising from these , 
effortS are listed below under the four "pnrtfolios" -- access to credit, business education and 

training. 'advocacy. and disaster loan assistance -- that describe SBA's programs.. 

Access to Credit 

SBA expands access to capital by providing credit, through thousands of financial 

intermediaries, to small businesses unable to obtain loans to start-up or expand. 

Traditionally, small firms have faced serious problems obtaining long-term loans in the 

private credit marketplace. SBA has taken substantial steps in the last two years to ensure 

that its loon guarantee programs help the maximum number of small businesses at minImum 

cost. 

1. 	 Low Documentation!LowDocl Loan I'nll!ram, The paperwork and red,tape 

associated with small SBA~guaranteed loans used. to be an embarrassment. l 

Today the LowDoc program features an easy, one-page SBA application and a 

rapid respnnse, usually within two or three days, for loans up to $100,00<), In 

fiscal year 1993, the year before Low Doc was implemented, 30 percent Of 

SBA's guaranteed loan. were under $100,00<). As of May 1995, the fiscOl year 
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overall management of the program are scheduled to be in place by August 

1995. 

s. 	 \Vomen's Pre ..Ouauncation. The Women's Pre~Qualification Loan Pilot 

Program was launched in June 1994 to help increase the number of loans made 

to women business owners by assisting them to pre-qualify for SSA guarantees. 

The program simplifies the loan process for women business owners and makes 

it more user-friendly, Selected nonprofit loan packagers pre-screen and present 

credit requests from women entrepreneurs. to SBA. If SSA finds the borrower 

qualified, it issues a pre-qualification letter which the lOan applicant can take to 

a commercial1enrler. At the time the pilot was taunched. women, who 9wn 

about 38 percent of aU small businesses, were receiving about 14 percent of 

SBA loan guarantees, A year later, the percentage is 24 percent, with further 

progress anticipated. 

6, 	 E!port Working Capital Pro2fl!m. In Ootober 1994, the SBA reorganized its 

trade loan effort as the Export Working Capital Program (EWCP) to help small 

businesses obtain export financing. Most commercial lenders consider s!l1al1 

trade loans too risky and time-consuming, particularly for transactions under 

$\,000,000, In conjunction with the Export-Import Bank, SBA's EWCP offers 

str~mlined application procedures, a simplified application, a higher guarantee 

and two kinds of loans, both wen-suited for export financing. 

7. 	 Small Business Investment Comoanies. The Small Business Investment 

Company (SBIC) program is a unique partnership of public and private funds, in 

which SBA supplements the capital of private venture capital firms. During the 

past two years, SBA has worked with the private venture capital industry to 

completely revise SBIC regulation" virtually rebuilding the SBIC program, 

strengthening oversight. management screening and credit review, and creating a 

new class of larger, better capitalized SBICs that will provide a profit 

participation to the government, In 1994, the SBIC program attrncted more 

private capital ($520 million) than in the previous 10 years combined. 
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8. 	 CAPlinllS. All of SBA's short·term and revolving lines of credit operaie under 

the new CAPlines umbrella, Under the various CAPlines components, the SBA 

provides financing for asset-based, seasonal. contract and builders" lines 'of 

credit. Recently. the SBA took ,reps to make its asset-based lending program 

more customer-friendly by introducing a new, Iess compli'cated. and less:costly, 	 , 
program to handle asset~based revolving lines of credit in amounts up to I 

$200,000, 

9. 	 C2Illputer·Genernted SB,A Loan FOI]l!S, SBA has proposed rules that' would 

allow lenders participating in the business and development company loan 

programs to utilize computer-generated facsimile copies of SBA application and 

closing forms in making SBA guaranteed loans. With advances in technology. 
, 

SBA recognizes that its forms may be reproduced as exact copies by computers. 

The use of these reproductions may in many cases help expedite the processing 

of SBA guaranteed loans, 

10, Prowlsed Loan Proarnm Reforms. SBA has propcsed legislative changes that 

would dramatically reduce the government's cost of the Agency's financi~g 

programs, while expanding the number of small businesses served. Cu~nt 

demand for the Ageney's Section 7(a) and 504 loan programs far exceeds ,fund 

availability. Through the institution of adjusted guarantee percentages and 
, 

marginal fee increases, SBA can eliminate all federal subsidy costs, thereby 

assisting more small businesses while decreasing taxpayer costs. [f SBA's 

proposals are adopted, SBA expects to provide financing to more than 92,000 

small firms in, fiscal year 1996. 

Business Education and Training 

SBA provides business and education training to small business owners through, 
, 

resource partners such as the Smal1 Business Development Centers (SBDes) and the Service 

Corps of Retired Executives (SCORE), These programs, in addition to SBA's Business 

Information Centers, training seminars and publications, often make the difference betWeen 

success and failure for small businesses. 
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SBA is at the center of the government-wide effort to create a "one",stop" electronic 

point of contact and access for all the business, economic and regulatory information that 

small businesses nee(:i"to make informed decisions, An electronic information and service 

delivery system for businesses in the United States -- the "U~S. Business Advisor- ~~ will 

soon offer initial solutions to make small businesses more efficicnt,'productive and 

competitive in the global economy, Initjally, the U.S. Business Advisor will access: selected 

sources of important government information, incJuding health, safety and environmental 

regulations, the Unified Agenda of Federal Regulations, tlle National Trade Data Bank and 

EPA and OSHA regulatory, guidance and compliance assistance. When fully developed in 

the regulatory area, it will allow easy access to a broad range of regulatory guidance and 

compliance assistance. 

SBA's Business Information Centers (EIC.) offer the latest in high-technology 

hardware, software and telecommunications to assist small business. In addition. at BICs 

small business owners receive one-on-one counseling with seasoned business people through 

the Service Corps of Retired Executives (SCORE). SBA is working to expand its network 

of BICs, With the recent openings of BICs in Fairmont, West Virginia, EI Paso and. 

Charleston. SBA now has 16 BICs in operation. 

SBA's Cosponsorship program provides training and counseling for small businesses 

through joint activities with the private sector. SBA's standard operating procedures (SOP) 

for the program were complex and inhibiting. micromanaging the process from the central 

office and imposing considerable paperwork burdens upon cosponsors. SBA has tlloroughly 

streamlined the SOP, reducing it from 76 pages to 26. increasing field office flexibility and 

responsibility. removing financial and paperwork constraints from private sector partners and 

slashing internal paperwork requirements by more than 75 percent. 

The Small Business Development Center program is a cooperative effort of the 

privatc- sector, the educational community and federal, state and local governments to 

enhance economic development by providing management and technical assistance ~ small 

busine".s. Since the enactment of the program in 1980, it has been operating under direct 

statutory ,utllority, without regulations. Responding to industry requests for the 

promUlgation of regulations, SBA publi.hed proposed regulations on Oclabor 28. 1994. 

THE New SBA: RtinmtJing Strvice '<1 tht Small Busilltn Community 10 



Praised by the private sector as a clear, concise and understandable codification of program 

procedures, the final regulations will be published in the Federal Register this week.. 10 

addition, SBA's reinvention legislative proposal would streamline the administration of the 

SBDCs. reduce costs. and consolidate the women's and minority training assistance programs 

under .he SBDC program. 

Advocacy 

SBA bas championed Administration efforts to reduce regulations on small businesses 

as part of its government-wide advocacy role, The Presidentjs recent regulatory reform 

announcements reflected recommendations from the unprecedented interagency forum that 

SBA helped launch last year. Many other regulatory reform recommendations identified 

through SBA regulatory reform efforts are now being announced and implemented by other 

agencies as part of the National Performance Review's second phase. 

Regulatory Reronn Successes 

The President recently directed each Federal agency to review all of its regulations 

for effectiveness and clarity of language. He also issued two specific directives aimed at 

simplifying the regulatory process. 

1. 	 !:Ieneral Relylalory Beview. On March 4, 1995, President 

Clinton issued a directive to all Federal agencies to examine regulations for 

effectiveness and clarity of language. In response, SBA brought together 

attorneys, program officials and front-line regulators from across the country. 

They met with the regulated community -~ bankers, small business owners. 

government contractors -- to discuss ways to improve SBA regulations in all 

program areas, These efforts have resulted in plans to clarify and streamline 

existin~ SBA regulations, reducing them in length by more than half. . 

Implemenlation of the suggested changes has already begun and should be 

completed by the end of .he year. 

2.\Yniver of Fines ar!lLRi.h! to CuOl. On April 21, President Clin.on issued a 

Memorandum on Regulatory Reform directing agencies to waive up to 100 
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percent of any punitive fine on a small business if the small business corrects the 

violations within an appropriate time period. The government aJso win offer 

small businesses an opportunity to avoid punitive action by applying any fine 

actually levied towards correcting the violations leading to the fine. These 

policies apply to firsHime violations and those that do not threaten safety and 

health or involve criminal wrongdoing. 

3. 	 Redlleed Panerwork Roouiremeots. In that same April 21 Memorandum, 

President Clinton directed that many regularly scheduled reports to the Pederal 

Government now be required only half as often (quarterly reports will be semi· 
• 

annual, semi·annual reports will be annual, etc.). This wUI help small bus~ness 

owners significantly. 

Continued Reform Efforts 

SBA will continue to work with EPA. OSHA and other agencies to address small 

business concerns as part of the President's reinventing government initiative: 

1. 	 B~KYllltoO' Develooment. A regulating agency should attempt to identify the 

affected community very early in the regulatory process. Mechanisms arid 

procedures should be established for effective two-way communication arid 

interaction with affected small businesses at every important step in the 

development process. Such businesses are and should be encouraged to provide 

comments. data and other information for use in the underlying regulatory 

studies, evaluations, and analyses. If potential adverse impacts and unintended 

consequences can be identified and mitigated, future compliance problems and 

litigation can be reduccd. 

2. 	 Communications. To betp improve communications between agencies and 

small businesses., SBA is working with those agencies to develop s[rategi~s for 

disseminating regulatory information to affected industries on a regular basis. 

The electronic "U.S. Business Advisor" should playa valuable role in this 

regard. 
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3~ 	 Compliance and EnfQrcement. Voluntary small business compliance with 

regutations is important for protecting health and safety. SBA is working 

closely with agencies to implement procedures, such as those already proposed 

by President Clinton, that emphasis cooperation and teamwork, rather than the 

use of intimidation and punitive enforcement to improve regulatory compliance, 

By working together, everyone benefits. 

Disaster Loan Assistance 

SEA's disaster loans are the primary form of Federal assistance for nonfarm, private 

sector disaster losses. SBA provides long~term, low interest loans to cover those losses not . 

compensated for by private insurance. The disaster loan program is the only form of SBA 

assistance not limited to small businesses. SBA's disaster loans are availabJe to homeowners. 

renters, businesses of all sizes. and nonprofit organizations. Given the rising Federal costs 

resulting from the tremendous level of disasters experienced over the last six years, SBA is 

participating in a Government~wide effort to reform the way it responds to disasters. During 

the last two years, SBA has taken steps to reinvent the program by simplifying the loan 

application process and increasing its loan limits. Its recent legislative proposal to Congress 

would greatly reduce the subsidy rate for disaster assistance, making more loans available at 

a lower cost to taxpayers. 
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APPENDIX: 


BRIEF DESCRIPTIONS OF SBA'S 


ACCOMPLISHMENTS AND INITIATIVES 


THE NEW BBA: Reinventing Service 10 fhf Small Business Community 14 



Access to Credit 

The Low Documentation Loan Program (LowDoc) 

action: Introduce an easy, one-page SBA application and a rapid response, usuaUy within 

two or three days, for loans up to $100.000. 

Buckeround: The need for a program like LowDoc became evident at a series of town hall 

meetings held around the country during the Spring of 1993. One complaint was heard time 

after time ~- small businesses were unable to find lenders able or willing to provide loans in 

amounts under $100,000. 

Description: LowDoc is one of the best examples of the recent innovative changes SBA has 

made in the 7(a) lending program. The program was designed to increase the access that 

businesses have to smaller loans by reducing the paperwork burden imposed on lenders for 

these loans. The SBA LowDoc application is only one page. This single sheet is both the 

applicant's SBA loan application and the lender's request for an SBA guarantee. This; 

application is a distillation of aU the information previously required from applicants o~ a 

series of forms and required aU3chments. The lender still requests whatever additional 

information it requires to make an appropriate credit decision. 

The LowDoc program was piloted in Texas beginning in December of 1993 and was 

expanded nationally last summer. During the expansion phase each SBA district office 

selected lenders within its market area to participate in LowDoc. Because the LowDoc 

application evaluation requires a high degree of experience and judgment on the part of,the 

participant lender, lender selections were based on past andlor projected levels of activity. 

the degree of success achieved in the lender's SBA loan portfolio, and the lender's 

cooperativeness and dedication to meeting the financing need of small business. Expansion 

of the program nationally was accomplished over time with SBA certifying its personnel as 
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competent to process LowDoc applications only after they had taken an intensive two-day 

training course, 

The program has been extremely well received by both SBA 's borrowers and 

participating lenders, During fiscal year 1994, the SBA approved nearly 6,000 LowDoc 

loans totalling approximately $316 million, As of April 10, 1995, the SBA had approved 

18,296 LowDoc loans totalling approximately $1 billion, SBA anticipates that approximately 

35,000 Low Doc loans will be approved during fiscal year 1995. 

Early reports show that Joans made under the program are performing at a better rate 

than those made during the same period under the regular 7(a) program. Even though these 

preliminary results on program performance are good, SBA continues to mon.itor the· 

LowDoc program closely, The results of examinations of the lenders' credit analyses are 

very pOSitive. Future plans for the program call for on~golng monitoring and sampling to 

assure that the same high quality performance by the lenders continues. 

To improve the proee,dural efficiency of the LowDoc program, on May I, 1995, SBA 

announced plans to centralize Low Doc processing at three siles: Sacramento, California; 

'",ladisoll, Wisconsin; and Melville, New York. The processing centers will enable the SBA 

to achieve economies of scale and to take advantage of the latest in technology. They will 

also help to assure a high degree of consistency in the loan considera"tion process. These 

centers will be operational in mid- to late Julyj 1995. 
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The FA$TRAK Program 

Action: Implement a pilot program that allows selected lendt:rs who agree to share risks on 

a SOl50 basis to approve and service loans up to $100,000. while using their own forms. 

documentation and procedures, 

Baekground: In another effort to streamline the 7(a) program. SBA worked eJosely last 

year with some of its Iending partners to develop an exciting new pitot program <;ailed 

FA$TRAK. This pilot program is designed to increase the availability of smaller loans for 

SBA customers and to decrease the paperwork burden imposed on the Agency's lending 

partners. 

, 
Description: Under the FA$TRAK pilot, which began on February 27 of this year and is 

scheduled to last two years, 18 selected lenders are authorized to make, service and 'liquidate 

loans in amounts up to $100,000 using their own application and disbursement documents 

and processes, Lenders participating in tbe pilot program are given the ability to attach an 

SBA guaranlee to an approved loan without having to submit the loan application to an SBA 

field office for a credit analysis Of review. These loans are sent to a single location for 

assignment of an SBA loan number and a determination of borrower eligibility. 

In exchange for the convenience of using their own forms and processes, lenders 

agree to limit the loan amount to $100.000, accept a maximum guarantee of SO percent. and 

waive payment on defaulted loans until after the lender has completed liquidation and SBA 

has reviewed the underlying documentation supporting the loan. As of April 28, 1995. SBA 

had approved 46 FA$TRAK loans totalling $2.0 million. 

. 
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Repeal of the Media Policy (Opinion Molder) Rule 

Aclion: Repeal the rule barring loan assistance to media~re!ated small business concerns. 

P.ckgfllUnd: The media policy rule was adopted in 1953 and prevented small media 

concerns such as booksellers, radio stations and television production companies from 

eligibility for SBA loan ..,iSlance. The rule remained in effect despite the fact that small 

media concerns often have difficulty raising capital or borrowing money. 

PesSriptiQn: In Oetober, 1994, SBA repealed the media policy rule, thereby extending 

loan eligibility to approximately 75,000 small business concerns it could not previously 

serve. This change in policy enables SBA to promote job growth and economic development 

by maldng financial assistance available to a larger number of small business concerns. 

Repeal of this rule has created a very broad list of newly.eligible enterprises that 

includes broadcasters, movie thealers, publishers, producers, importers. exporters or 

distributors of all types of communications (such as news.papers, sheet music. posters. film, 

tape, theatrical productions, greeting cards, and books), plus transportation concerns limited 

to the distribution of such products. 
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Reinvention of the 504 Business Development Loan Program 

Action: Streamline the 504- loan process from authorization to closing; establish the 

Accredited Lenders Program and the Premier Certified lender program. 

Backe~: SBA provides asset·based financing to small businesses through its 504 

Certified Development Company program. The program makes loans available for acquiring 

land, buildings, machinery and equipment, and for building, modernizing, renovating o,r 

restoring existing facilities and sites. 

A ·certified development company" (CDC) is a private, public sector non-profit 

corporation that is set up to contribute to the econ~mic development of its community or 

region. CDes can sell 100 percent SBA~guaranteed debentures to private jnvestors in 

amounts up to 40 percent of a project or S750,000, whichever is tess. The CDC program 

has in lhe past required cumbersome, resource-intensive review procedures. 

DescripHsm: SBA is in the process of a complete streamlining of the 504 loan process from 

authoril.ation to c1os:ng, including regulations, internal operating procedures, forms and 

agreements, On April 24, it implemented the first steps to expedite the processing of 504 

loan closings, Any qualifted CDC may now apply for approval to use this expedited 

procedure. which allows the CDC and its private counsel to perform document preparation 

and review. Specifically, SBA attorney review time wilt be reduced from a current average 

of four hours. to a new average of 20 minutes per loan package. 

While it moves forward in its effort to streamline the closing process, SBA has taken 

steps to expedite the application stage of the program. On Aprii 26, 1995, a {loal rule was 

published establiShing an Accredited Lenders Program (ALP) for Certified Development 

Companies that provides for expedited processing of loan applications: and servicing actions 

by SBA field offices. Development compa.nies with a proven track record in the submission 

of documentation needed for making and servicing of sound loans may qualify as acc~edited 

lenders. Applications submitted by these tenders: will be processed by SBA within three 

working days. The ALP is intended to build upon the successful Certified Lenders Program 
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for SBA's General Business Loan program and the pilot Accredited Lenders Program for 

CDC, which has been administered by SBA sinee 1991, The positive experience with the 

pilot led to its statutory authorization in The Small Business :\dministration Amendments Act 

of 1994, P.L. 103-403. The final rule implements the program. 

The same law established a Premier Certified Lenders Program (PCLP) to be 

administered by SBA on a three-year pilot basis. The final rule implementing the PCLP was 

published on April 26. 1995. The program is modeled afler the Preferred Lender Program 

for the SBA's General Business Loan Program. The PCLP development company will agree 

to share the risk of loan making. and in return SBA will delegate authority to the company 
• 

for the purpose of authorizing, closing and servicing loans, The program .respon4s to the 

significant increase in development company loan activity and recognizes the growing 

strength and capability of CDCs. 

In addition, SBA is working closely with its CDC resource partners to improve its 

overall management of the 504 program. Working groups composed of SBA personnel and, 

CDC representatives from around the country are in the process of examining the loan 

appHcation process. credit analysis, loan closing and loan servicing. To streamline delivery 

of the program. SBA will clearly define and centralize the responsibility for data collection 

and maintenance. minimize paper flow, make maximum use of communications and database 

technology, and assure that access to database information wiIJ be integrated for ease of use. 

These changes are scheduled to be in place no later than August 31. 1995, 
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Women's Pre-Qualification Pilot Loan Program 

Astian: Implement a pilot program to increase the number. of loans made to women 

business owners by assisting them to pre-qualify for SBA loan guarantees. 

Backstround: Last year. SBA examined closely its record of lending to women~owned 

businesses and found that historically only approximately 10 to 12 percent of SBA loans and 

loan guaranties have gone to women-owned businesses. Statistics show that women-owned 

businesses constitute more than one-third of an small businesses and that women are starting 

businesses at a faster rate than their male counterparts. Therefore, SEA felt that it was 

necessary to look at new ways to improve its ability 10 meet the borrowing needs, of women 

business owners, 

Descriplion: The \Vomen's Pre·Qualification Pilot program allows SBA to review and pre­

qualify loans for women-owned businesses prior to their submission to a participating lender. 

The SBA pte..qualification letter assures the lender that SBA has seen the lo~n application 

and ~as determined that, if the lender agrees to make the loan, an SBA guarantee will be 

available, 

The pilot began June I, 1994. and there are presently 16 pilot sites across the 

country. SBA has contracted with the Women's Business Development Center in Chicago to 

gather data and help evaluate the effectiveness of the first six months of the pilot's 

operations. The results of this evaluation will help SBA decide whether the progrnm should 

continue as is. be Changed, expanded, or discontinued. 
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The Export Working Capital Program 

Acti~m; Help small businesses obtain financing for export Pl:Irposes by working with the 

Export/Import Bank on a one-year pilot program that streamlines procedures and offers a 

higher guarantee percentage, 

BackgrOl1!!.d: Trade loans are loans to exporters which cover specific transactions, or 

export deals. They are short term in nature (6 to (2 months in duration). and, unlike: most 

regular business loans, collateral is generally the goods inVOlved in the export deal: 

Many private seclor tenders have Httle or no experience with trade loans under $1 

I, 
1 

million. Because they are not familiar with these loans, lenders believe that they are too j 
risky and time-consuming to be commerciafly reasonable. Yet it 15 precisely these smaller 

loans that many small exporters need. 

Deiil:rlmiQn: SBA has refined its 7(0) program to meet this gap in private sector lending for 

export purposes. SBA bas carefully designed a program to provide sman business with the 

working capital necessary to support their export transactions. On October 1. 1994~ SBA 

kicked off the Export Working Capital Program. which is operating on a one~year pilot 

basis. 

In order to make this program operate most effectively, the Administration requested. 

and Coogress approved, a harmonization, or blending, of the SBA export workjng capital 

program with the finance program of the U.S. Export-Import Bank (Eximbank). As part of 

this harmonization, SBA adopted Eximbank's practice of providing preJiminary commitments 

to exporters with SBA, not the lender, reviewing the loan application first. in a manner 

similar to the 'W'omen's pre-qualification program. 

SBA also revised its fee and interest rate policies to allow participating lenders a 

more reasonable return on their investment by assessing their risk and charging the , 

appropriate market rate, usually 2 to 3 percentage points over prime. It recently authorized 

16 participating lender> to process EWep loans under the expedited Preferred Lenders 

Program. SBA worked with Eximbank to develop a simplified, user friendly, joint , 

application form which now leis the exporter apply either to SBA or Eximbank depending on , 
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the loan amount requested with the larger loans going to Eximbank and smaller loans going 

to SBA. It developed joint lenders' guides and instructions and, with the support of the 

Congress, obtained the legislative changes necessary to allow SBA to guarantee 90, percent of 

the EWCP loan and the authority to guarantee standby letters of credit, an increasingly 

common feature of many international sales contracts. 

SBA is committed to making this program a success. It is carefully monitoring the 

program during the pilot period and will refine it wherever necessary to assure that it 

delivers a product that meets the needs of the small business exporting community. SBA has 

set a national goal for fiscal year 1995 of approximately 1,600 international trade-related 

loans under the 7(a) business loan program. Within that goal, SBA has a sub-target of 300 

loans under the EWCP. 
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Small Business Investment Companies (SBICs) 

Action: Revise Small Business Investment Company regulations I strengthen oversight, 

management screening and credit review, and create a class of larger. better capitalized 

SBICs. 

, 


Backaround: Small Business Investment Companies (SBles) represent a unique 

public/private sector partnership for providing risk capital to small businesses. SBles are 

privately~owned and managed investment firms (corporations or partnerships) licensed by, 
SBA to l)[ovide equity and long~term subordinated debt financing to small businesses for 

their sound financing and to promote their growth. modernization or expansion. SBA 

supplements an SBle's private capita) by either guaranteeing their securities which are 

funded in the public markets or by purchasing their securities. 

The program makes funding available to all types of manufacturing and service 

industries. Many investment companies seek out small businesses with new products or 

services because of the strong growth potential of such firms. Some SB1Cs specialize in the 

field in which their management has speclal knowledge or competency, Most. however, 

consider a wide variety of investment opportunities. 

Descrjption: The Small Business Equity Enhancement Act of 1992 restructured the SBIC 

program, miling it morc effective in providing risk capital to small businesses than at any 

time in its 35-year history. In addition, over the last two years SBA has worked with the 

private venture capital industry to completely revise SBIC regulations. OverSight has ~n 

strengthened, management and credit review have been enhanced, and a new class of larger, 

better capitalized SBlCs has been created. As a result, in 1994, the SBIC program attracted, 

more private capital ($520 million) than in the previous 10 years combined. 
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CAPlines 

;~ctiQn: Implement nationally an enhanced revolving line of credit program for sm,all 

businesses. 

lla~k&rQund: SBA has traditionally offered a long-term loan guarantee program. Access to 

long-term financing by small businesses has historically been more difficult than for,larger 

businesses, which often have other financing vehicles available to them, Over the p~st 
several years, it has become more and more common for SBA to hear smaU businesb 

complain that short-term credit sources have also become difficult to access. 

Description! SBA offers short-term and revolving lines of credit under the new C~Plines 

umbrella, Under the various CAPHnes components. SBA provides financing for various 

needs including asset-based, seasonal, contract and builders' lines of credit. These programs 

help to finance the short-term cyclical needs of man-y small business borrowers. CAPlines , 
are not subject to the $500,000 maximum gross loan amount limitation currently in place, but 

are limited to an SBA maximum share of the lesser of 75 percent of the loan amount or 
, .

$750,000. 

The heart of SBA's asset-based lending program is its ability to support lenders in 

their efforts to provide businesses with short-term financing, based on the business' cash, 

cycle rather than its cash flow over an established period of time. Based on its cash needs, 

the borrower may take advances from the line of credit and must repay the line from~cash 

received, throughout the term of the loan. This assures that the loan will truly revolye. 

Recently, SBA took steps to make its asset~based lending program more cust~mer­

friendly" Responding to criticism that the monitoring requirements of the program were too 

stringent and too expensive for smaner assetwbased revolVing loan,S, SBA introduced ~ new, 

less compiicated, and less costly program to handle asset-based reVOlving lines of credit, in 

amounts up to 5200,000. 
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Computer-Generated SBA Business Loan Forms 

Action: Propose rules to authorize SBA panicipating lenders ~d development companies to 

use computer-generated facsimile copies of SBA forms in submitting loan applications and 

closing documents. 

Back:round: SBA has required that its participating lenders and development companies 

use SBA~provided forms in the SBA business and development company loan programs. 

With advances in technology, SBA recognizes that such forms may be reproduced as exact 

copies by computers and that use of these reproductions may in many cases help expedite the 

processing of SBA guaranteed loans. 

QmrjptiQU: Under the proposed rules for the business loan and development company 

programs, lenders and development companies would be authorized to use SBA application 

and closing forms that they generate on the computer or from software prepared by third 

patties. This is an effort by SBA to anow participating lenders and development companies 

to take advantage of available technologies to expedite the processing of loans. The copies 

must be exact; lenders and development companies that use computer-generated forms agree 

to accept liability for a substantial SBA loss due to deficiencies in the forms. 

The proposed rule for business loans was published in the Federal Register on 

March 3, 1995. The proposed rule for the 504 Development Company Loan Program was 

published in the Register on March 24, t995. 
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General Loan Program Reforms 

t;ctiQn: Increase customer access to SBA loan guarantee programs white reducing the cost 

to taxpayers, 

Backllrglmd: A crucial aspect of SEA's reinvention effort has been to seek ways to 
enhance its existing programs and at the same time reduce costs to the Federal Government. 

Presently, Congress must appropriate an amount that anticipates the subsidy cost of loan 

guarantees made by SBA in the upcoming fiscal year. Often, a supplemental appropriation 

is required because loan demand is greater than Congress expected. As a result, lenders and 

borrowers experience uncertainty about loan availability. 

Description: The Clinton Administration has submitted legislation that will reduce to zero 

the SBA's subsidy rate for the 7(a) and 504 loan program" These changes will allow SBA 

to serve more small firms and to provide loans in slightly larger amounts, while substantially 

reducing the program's cost to the taxpayers, 

The zero subsidy rate will be achieved through a series of adjustments to SBA's 

guarantee percentages, interest rates, and program fee structures. The."ic changes will allow 

SBA to increase its maximum guarantee amount to $1 million, thus allowing small business 

borrowers with larger funding needs to receive SBA assistance. Care was taken to assure 

that the fees charged to borrowers would not make the program too expensive and that the 

fees charged to tenders and the reductions in guarantee percentages would not be so great as 

to make use of the programs commercially impracticaL SBA believes it has struck the 

proper balance. and that the proposed changes would allow it to continue to do more for 

small business, with less reliance on taxpayers' funds. 
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Business Education and Training 

The u.s. Business Advisor 

A~ti!ln: Develop in cooperation with other federal agencies a "one-stop" electronic point of 

contact that smaIl businesses can use to obtain business. economic and regulatory 

information. 

Background: Through more effective use of technology and productive public/private 

partnerships. small businesses can increase productivity and cut costs. In the new 

information~age economy. knowledge and communication are fundamental sources of wealth. 

Current and emerging technology is revolutionizing the way business is done -- and is! 

indispensable to managing change. In future years, no successful business win be without 

access to the Internet. a sprawling "place" where over a bilTion electronic-mail messages go 

back and fonh monthly among 35 million users, 

Deseritdion: SBA is at the center of a government-wide effort to create a "one-stop" 

electronic point of contact and access for all business, economic and regulatory information 

that small businesses need to make informed decisions. An electronic information and 

services delivery system for businesses in the United States - the "U.S. Business Advisor- -­

win soon be available to offer initial solutions to make small businesses more competitive in 

the global economy. 

Consisting of several divisions, tbe U.S. Business Advisor will be accessed through 

the Internet and offer government~wide access to financial and regulatory information and 

resources, aU in one place, Responding to the small business community's need for better 

access to regulatory information and compliance assistance, the first division to open will be 

the Regulatory Assistance Center (RAC). 

Initially. RAe wilt access selected sources of important government information l 

including federal and state environment. safety and health statutes and regulations; the 

Department of Commerce's National Trade Data Bank, which contains information on 
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overseas markets. how-to guides for exporters, general information on foreign countries, and 

over 60,000 foreign business contacts; a global electronic commerce system for 

environmental technology; EPA and OSHA compliance guides and assistance; IRS forms~ 

and Customs import regulations, As it evolves, RAe will become the one-stop place to go 

for everything a business, might require to address its regulatory. reporting and compliance 

needs. It will allow easy access to a fult range of plain-Iangua-ge regulatory guidance and 

compliance assistance information to help businesses understand reguJatory requirements. 

including self-assessment tools, forms. training modules, expert systems and best 

management practices. 

Increasingly, small businesses are demanding beuer. faster. and more timely service 

from the Federal Government. Creating a customer~driven. results-oriented Government that 

offers. quality service is an important goa! of the Clinton Administration. Through 
- , 

technology and productive partnerships, SBA and other federal agencies can become more 

accessible and more responsive to small businesses. "Opening" the U.S, Business Advisor is 

an important part of that process. SBA will seek to make the U.S, Business Advisor 

accessibJe to all small business owners, regardless of their technological capabilities. It will 

be made available ~ia computer for those without access to the internet. For those small 

business people without a computer, various options are being explored. including making 

the U.S. Business Advisor accessible at SBA '$ 950 Small Business Development Centers and 

sub-eenters and its 16 Business Information Centers, 
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Business Information Centers 

Action: Expand the network of Business Information Cente~ (BICs) to provide better 

access for small businesses to state~of~the~art technologies and information sources. 

Background: During this time of rapid change, small businesses need access to the latest in 

high-technology hardware, software and telecommunications in order to compete effectively 

and g/ow" 

Oescription: SeA'$ Business Information Centers provide one~stop state-of~lhe-art 

assistance and advlce to small business owners plus one-on-One counseling and training 

through the Service Corps of Retired Executives (SCORE), BICs are now in sixteen 

locations across the country: Seattle, Atlanta. Houston, Los Angeles, SL Louis, Nashville. 

Chicago j Boston, Kansas City, Washington, D,C., San Diego~ Baltimore, Fort Worth, E1 

Paso. Charleston, South Carolina and Fairmont, West Virginia. 

mcs use state-of-the-art personal computers, graphics work stations, CD-ROM: 

technology and interactive videos, allowing small business owners access to market «?search 

databases, use of . planning and spreadsheet software. and use of vast libraries of information 

to help them start or build businesses. The mcs offer electronic bulletin boards, 

computer data bases, on-line information exchange, periodicals and brochures. counseling, 

videotapes, reference materials. texts, start-up guides, application software. computer 

tutorials and interactive media. 

mes receive major private sector support from sponsors such as Apple Computer, 
, 

Dell Computers, Dun & Bradstreet, Microsoft, U.S, Sprint and others.. In cooperation with 

ilS private sector co-sponsors and SCORE, SBA has expanded the network of BlCs recently 

in its continuing effort to ensure that America's small business people have access to the, best 

available resources, 
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Cosponsorships 

Action: Streamline the operating procedures for the Cosponsorship program and reduce the 

paperwork burden for SBA's private sector partners, 

IInoke[2Und: SBA extends and expands the limited resources it has available for small 

business training and counseling through the Cosponsorship program. Cosponsorship enlists 

the aid ,of non':"profit and forMprofit entities, as wen as federal, state and local government 

agencies, 

Typical projects include training seminars and workshops, publications, conferences, 
I 

and expos and fairs involving SSA programs. Topics include international trade, minority 

business opportunities, women's business ownership procurement opportunities. finance 

programs, rural initiatives, veterans and a wide varielY of special endeavors such as 

computer training. workplace literacy, ethics, employee theft and drug~free work 

environments. 

llfScdgliQn: SBA's struldard operating procedures (SOP) for the Cosponsorship program 

were comple>!: and inhibiting. micromanaging the process from the central office and 

imposing considerable paperwork burdens upon private sector cosponsors. SBA has 

thoroughly streamlined its SOP, reducing it from 76 pages to 26, increasing field office: 

flexibility and responsibility. removing financial and paperwork constraints from private 
, 

sector partners and stashing internal paperwork requirements by more than 75 percent. , 
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Small Business Development Centers 

Action: Promulgate regulations for the Small Business Development Center (SBDC) 

program and propose legislation that will streamline administration of the SBDCs, reduce 

costs, and consolidate the women's and minority training assistance programs under the 

SBDC program. 

Background: The Small Business Development Center program is a cooperative effort of 

the private sector, educational institutions and federal. state and local governments to meet 

the basic and speeialized needs of the small business community. The SaDCs' primary 

objective is to further economic development by providing counseling, training. research and , 
specialized assistance in all aspects of business management. More than half of all SBA 

counseling and two-thirds of all training efforts are provided by Small Business Development 

Centers. ., 

Description: In October of last year, SBA responded to industry requests that regulations be . . 
promulgated to govern administration of the program. Since creation of the program in 

1980, it had been operating under direct statutory authority, without regulations. The new 

regulatory framework, which will be published in the Federal Register this week, cOdifted 

and clarified the procedures under which the program had been operating. The regulations 

have been well received by the industry. 

SBA's reinvention legislative proposal would streamline the administration of the 

SaDe. and reduce taxpayer costs. Under the proposal, other grant programs currently 

providing management and technical assistance to differing segments of the small business 

community would be consolidated under the SBDC program. The Women's Demonstration 

Project and Minority Business Training Program would be administered by the SBDCs, 

streamlining the delivery of services and reducing the overhead of these programs.. , ,.. In order to maximize the services provided by SBDCs to the smaH business 


community, the proposal also allows SSOCs the flexibility to use various delivery 

•,

mechanisms, including, but not limited lO, institutions of higher learning and local non-profit 
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economic development organizations. SBDCs would retain the authority to receive fu~ding 

from other federal and state entities. The legislative proposal would keep existing eHgibiHty 

requirements for SBOCs and add a requirement that SBOC, work closely with state 

governments in developing relationships with state and local economic ~evelopment 

organizations to broaden the services provided. 
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Advocacy 

General Regulatory Review 

,
Action: Clarify and streamline SBA's regulations, revising or eliminating any duplicative, 1outdated, inconsistent or confusing provisions. As a result of this process, SBA regulations 1 
will be. cut by more than 50 percent by the end of the calendar y=. ,t 
Baclq~rl)lmd: SBA has championed Administration efforts to reduce regulations on small, 

businesses as part of its govemment~wide advocacy role. The SBA-sponsored Small' 

Business Forum on Regulatory Reform made numerous recommendations and finding,s. 

including the need to revise or eliminate outmoded, confusing or duplicative regulations. On, 
March 4, 1995, President Clinton directed all agencies to conduct a review of all regulations 

to determine what might be revised or eliminated. 

()escrip!iQU: In response to the President's directive, SBA has completed a page-by~page 

aO_d line~by-line review of each of its regulations. Individual regulations were analyzed to 

determine if tbey imposed any unnecessary burden on sma)) businesses or if they mor~ 

appropriately should be included in internal operating procedures. SBA has soughtlo ensure 

a less cumbersome and more efficient process, with an emphasis on enhanced customer 

service. 

This three month review process has yielded impressive resuhs. Agency teams 
, 

reviewed the 700 pages of SBA regulations in detail. identifying specific ways to streamline j 
and simplify. Overall, SBA will reinvent 100 percent of its regulations, resulting in the ,, 

?elimination of 355 pages of regulatory text -- or ;: t percent of its regulations, Some of these .j
0, 

changes are described elsewhere in this report in the descriptions of particular progrnm, S 

reforms, but they will also include: consolidation of all discrimination regulations; 

simplification of size regulations; simplification of 8(a) program regulations to expedite 
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eligibility reviews and contracting actions; and the consolidation and redrafting of all 

business loan regulations into one section to facilitate use and save time, 

; 
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Waiver of Fines and Right to Cure. 

A~tiQm The President has issued a Memorandum on Regulatory !«lform directing agencies 

to modify or waive penalties for smaIl businesses in certain situations. 

Bllel<l!rg\lnd: The SBA-sponsored Small Business Forum on Regulatory Reform 

recommended measures to encourage voluntary compliance with regulations and develop 

more f1exib!e enforcement mechanisms. 

Des<:ripliQU: On April 21, 1995, President Clinton issued a Memorandum on Regulatory 

Reform, directing department and agency heads to implement two important policy 

initiatives. Agencies are directed to use their enforcement discretion to waive the imposition 

of an or a J><?rtion of a penalty when the violation is corrected within an appropriate time. , 

period. For those violations that may take longer to correct than the period set by the 

agency, federal agencies will waive up to 100 percent of the financial penalties if the 

amounts waived are used to cure the violation. 

The Memorandum directs federal agencies to implement these new policies on or 

before July 14, 1995. As part of their implementation plan, the agencies must include' 

information on how notification of the new policies will be given to small businesses. SBA 

is working with EPA and OSHA and other agencies to assist them in implementing and 

disseminating information about the policies. 

• 
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Reduced Paperwork Requirements 

ActiOn: The President issued a Memorandum on Regulat0TJ: Reform that directs ~gencies to 

reduce the paperwork burden on small businesses. 

llackUP'lud: Included among the recommendation, of the SBA-sponsored Small Business 

Forum on Regulatory Reform was the need to reduce the paperwork burden on sm~ll 

businesses. 

Description: On April 21, 1995) President Clinton issued a Memorandum on Regulatory 

Reform directing agencies to reduce by ofle~balf the frequency of the regularly scheduled 

reports that the public is required. by rule or by policy, to provide to the Government (from 

quarterly to semiannually. from semiannually to annually, etc.), 

Each agency is required to submit a plan by June 15. 1995 to the Omce of j 

~1anagement and Budget describing the actions it is taking to implement this paperwork 

reduction. 
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Disaster Loan Assistance 

Action: Simplify the disaster loan assistance program by reducing filing requirements, 

Increase loan limits and propose legislation to reduce the subsidy rate for disaster loans, 

allowing SBA to quadruple the number of loans it makes with the same subsidy. 

Backeround: SBA's disaster loans are th~ primary form of Federal assistance for nonfarm, 

private sector disaster losses, SBA provides long~term. low interest loans to cover those 

losses not compensated for by private insurance. The disaster loan program is the only form 

of SBA assistance not limited to small businesses. SBA's disaster Joans are available to 

homeowners, renters, businesses of all sizes, and nonprofit organizations. Given the rising 

Federal costs resulting from the tremendous level of disasters experienced over the last six 

years. SBA is participating in a Government-wide effort to reform the way we respond to 

disasters. 

Description: SBA has made many changes to simplify the disaster loon assistance program 

and make it more customer friendly, Specifically, it has: 

(1) Simplified the home loan filing requirements. SBA 

now requires certain information only after a loan is approved so that disaster victims 

are not required to dO unnecessary paperwork, 

(2) Simplified the filing process and the requirements for 

disaster business loans. As a result of lts experience in the Midwest floods, SBA, has 

cut the length of its disaster loan application in half. 

(3) Increased the disaster home loan limits from $100,000 to 

5200,000 for real estate damage, and from $20,000 to 540,000 for personal property 

damage. 

(~) Modified the major source of employment criteria to 

permit consideration of waiver of the $1.5 million business loan limit in more cases. 

(The law provides a maximum loan limit of $1.5 million for any business in''''any one 
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disaster. It also permits SBA '5 Administrator to waive that limit for a "major source 

of employment", as defined in our regulations. The modification made it easi~r for 

businesses to qualify as major sources of employment.) 

Furthennore, the reinvention legislative proposal SBA recently· submitted to Congress 

would reduce the subsidy rate for disaster loans in fiscal year 1996 from its current level of 

over 31 percent to 8.46 percent, This reduction would permit SBA to make $407 million in 

disaster loans with its requested subsidy authority of $34 million as opposed to $110 minion 

in loans with the current subsidy rate. 
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