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Mail Stop Comments-Patents 
Commissioner for Patents and Trademark Office 
P.O.Box 1450

Alexandria,VA 223 13- 1 450


Attn.: Kathleen Kahler Fonda, Legal Advisor

Office of Patent Legal Administration


RE: Alternative Claims Notice--Initial Regulatory Flexibility Analysis 

Dear Sir: 

BIOCOM appreciates the opportunity to provide commentson the initial regulatory 
flexibility analysis (IRFA), aspublishedin 73 Fed. Reg. 12679-12684(March 10,2008), with 
respect to the changes proposedby the Alternative Claims Notice of Proposed Rule Making (the 
"Notice"), aspublishedinT2 Fed.Reg. 44992-45000(August 10,2007). 

BIOCOM is a regional advocacyorganizationrepresenting more than 550 dues paying life 
science companies and service providers in Southern Califomia. Strong intellectual property 
protection is important to attract the substantial investment required to bring new life-saving 
therapeuticsto the market. Toward that end,BIOCOM and its membercompanies have a keen 
interestin potential changesto the patentexaminationprocesswhich may substantially increase the 
cost of obtaining patents,increasethe risk of challenge to the resulting patents,andconsequently 
reduce the ability of small companies which do so much of the innovative research in this country to 
raise the capital necessaryto pursuetheir goals. 

BIOCOM supports the goal of improving patentexamination by the United States Patent 
and Trademark Office (USPTO), especially the goalsof making the decision-making processmore 
efficient, thereby minimizing the pendencyof applications before the Offrce. However, a realistic 
evaluationof the economic impact of the changes proposedby the Alternative Claims Notice of 
Proposed Rule Making warrants a closer look. 
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As a preliminary matter, the standards set forth in the Notice are vague and ambiguous, 
making it impossible to reasonably assess the economic impact of the proposednew rules on any 
users of the patentsystem, much less small entities. The proposednew rules allow examiners to 
requirepatentapplicants to simpliff the presentationof claims with altemative language so that: 

--the number andpresentationof alternatives in a single claim are not "difficult to 
construer"or 

--no alternative is itself defined as a set of further altematives within the claim. 

The "difficult to construe" standard is not only vague and ambiguous, it also leaves far too much 
discretionin the handsof the individual patentexaminers,who have every motivation to make their 
task easier by simply limiting the scope of the claims being actively considered in a given patent 
application. Furthermore,the requirement that no alternativecan itself be defined as a set of fuither 
alternatives is far too overreaching, assuch a requirement would apply to claims which contemplate 
evensimplealternatives. 

Thus, as a result of the vagueand ambiguous standards set forth in the Notice, and the 
selection criteria employed by the USPTO for the IFRA, the number of affected cases has been 
underestimated. According to the Notice, "the Offrce screened these publishedapplicationsfor 
commonly used alternative language (e.g., 'containsone selected from the group consistingof ) . . 
." (see page 12681, col. 3, lines 1-5 of the Notice). The phraseology"selectedfrom the group 
consistingof is but one of many ways to introduce altemative claim language. For example, 
section2173.05(h)IIof the Manual of Patent Examining Procedure statesthat "expressions using 
'or' are acceptable" alternative claim language. By focusing on the presenceor absence of only 
"commonly used" altemative language, the USPTO has unduly limited the identification of cases to 
which the proposednew rules will apply. Contrary to the assertions of the USPTO, it is expected, 
based on the collective experience of practitionerswho regularly servicethe 
biotechnology/chemistrysegment of the USPTO user base, that the incidence of alternative claim 
languageis actually much higher than estimated by the USPTO, especially by true small entities 
which do not have the sophistication to employ the "commonly used" alternative language referred 
to in the Notice. This is readily confirmed by examining a sample of 34 U.S. patentapplications 
publishedon March 27,2008 with claims directed to nucleotideor amino acids sequences-
approximately half of which have claims employing altemative claim language other than the 
"commonly used" format. 

Not only have the total number of applications affected by the proposedrules beenunder
estimated, the categories into which the identified cases have been assigned are further evidence of 
the non-representative natureof the selection criteria employed by the Office. The Notice sets forth 
the following four categories of cases: 

1) Category 1: Small entity applications with acceptable alternative language 
(alle ged to compris e 82o/o of biotechnolo gylchemical applications); 

2) 	Category 2: Small entity applications with altemative language that claim 
multiple inventions in a single claim (allegedto comprise only ll%o of 
biotechnology/chemicalapplications); 
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3) Category 3: Small entity applications with alternative language that have 
claim(s) in an improper format (allegedto comprise only 3% of 
biotechnologyI chemical applications) ; 

4) 	Category 4: Small entity applications with alternative language that claim 
multiple inventions in a single claim and have claim(s) in an improper format 
(allegedto comprise only 4oh of biotechnology/chemical applications). 

The representation that82% of biotechnology/chemical applications employ acceptable altemative 
claim language is beyond belief. Moreover, the representation that only 7o/o of 
biotechnology/chemicalapplications employ alternative claim language of improper format is 
equallybeyond belief. Indeed, the basis on which the USPTO selected applications for review (i.e., 
cases which contain "commonly usedaltemative language")appears to havepurposefully 
understatedthe nature of the problem by understating categories(3) and (a). 

The USPTO categorization of applications (andpercentagesassigned thereto) are especially 
suspectgiventhe Patent Office's policy of treating individual nucleotide and amino acid sequences 
as independentinventions,taken together with the common practiceby patentapplicants of using 
alternative claim language to group relatedsequencestogetherin a single claim. More importantly 
the percentages presented by the Office are impossible to verify given the vague and ambiguous 
"difficult to construe" standard. 

Even with the likely under-estimation of the impact of the proposednew rules on the 
biotechnology/chemistrysegmentof the USPTO user base, the Notice still acknowledges that 
nearly haff (3%) of small entity applications in the biotechnology/chemical space contain claims 
with alternative language (seeTable I at page 12681of the Notice). Clearly, any change which 
impactssuch a large portion of USPTO customers must be undertaken with care. 

Regardlessof the number of divisional applications which may be required to fully protect 
an invention, the costs associated with the filing of additional applications are substantially 
understated in the Notice (seeTable 2 atpage 12682 of the Notice). Focus is given primarily to the 
filing of a singledivisional application, and the added cost of responseto a singleOffice Action. 
This is not realistic for several reasons. First of all, it is unlikely that a highly sophisticated 
invention in the biotechnology/chemical spacewill be considered to embrace only two separate and 
distinctinventions. As acknowledged in the Notice "some applications would have required more 
than 100 divisional applications to maintain scope." Seepage12683,col. 1, end of second 
paragraphof the Notice. While the need for 100 divisional applicationsmay not be the norm, it is 
much closer to reality than the single divisional application used by the USPTO for purposesof the 
IRFA. 

It is also unrealistic to assert that a highly sophisticated invention in the 
biotechnology/chemicalspace will advance to allowance based on only a single response. A more 
realistic estimatewould be 2.5 responses required per application,at a correspondingly higher cost 
to the applicant. 
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Moreover, additional official expenses,suchas issue feesandmaintenancefees,are 
completely ignored by the IRFA. In addition, administrativeexpensesrelatedto the need to 
coordinatemultiple filings spawnedby a singleparent filing, must alsobe considered. 

BIOCOM believesthat the disproportionateaddedburdensof the proposed rules on life 
sciencecompanieswill dramatically reducethe ability of smaller.o-p*i., (who makeup the 
majority of BIOCOM's membership)to file and successfully prosecute patentapplicationsof fair 
and reasonable scopeto allowanceand grant. Moreover, the additional costsimposedon those who 
must resortto filing multiple patent applicationsin order to obtain patentcoverageof a scope 
commensuratewith their contribution to the art disproportionatelyeffectsthe patentportfolios of 
smallercompanies,with the potential to significantly reducethe ability of gtOCO\4 membersto 
obtainpatentprotection ofthe scopenecessaryto facilitate raising the capital necessaryto pursue
their goals. 

BIOCOM appreciatesthe opportunity to commenton the proposedchangesandto suggest 
alternativeapproachesto addressingUSPTO concems. BIOCOM .il"o-e, the opportunitylo
work with the USPTO to developa fair set of rules regardingthe use of altematiuectui- language
that addressUSPTO concernswithout unduly increasingthe costs and risks inherentin the eiercis" 
of obtaining patents. 

Respectfullysubmitted, 
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JrnuhvJackson 
Vice Presidentof Public Policy andCommunications 
BIOCOM 
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