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Senator Gerratana, Representative Ritter and Members of the Committee, the Generic 

Pharmaceutical Association (GPhA) is pleased to have this opportunity to submit written 

comments in connection with your hearing on Committee Bill 5610.  This legislation 

would create a needless barrier to the substitution of generic medicines—products that 

FDA has repeatedly confirmed to be equally as safe and effective as their brand 

equivalents.  For the reasons set forth below, GPhA urges you to oppose this bill. 

Current Connecticut law already provides prescribers with a simple means of requiring a 

pharmacist to dispense a specific brand of medicine by merely specifying “BRAND 

MEDICALLY NECESSARY” on the prescription form; the statute states that “A 

prescribing practitioner may specify in writing or by a telephonic or other electronic 

communication that there shall be no substitution for the specified brand name drug 

product in any prescription… the phrase "BRAND MEDICALLY NECESSARY”, shall 

be in the practitioner's handwriting on the prescription form or on an electronically-

produced copy of the prescription form or, if the prohibition was communicated by 

telephonic or other electronic communication that did not reproduce the practitioner's 

handwriting, a statement to that effect appears on the form.”
1
  This legislation would 

prevent the substitution of more affordable generic equivalents.  Particularly when health 

care costs are soaring, requiring a more costly brand product to be dispensed even when a 

generic becomes available is both unnecessary and needlessly burdensome to the patient, 

the state, and the health care system as a whole. 

It is important to recognize that scientific authorities have consistently affirmed the equal 

safety and effectiveness of generic drugs.  Regarding bioequivalent products, FDA 

recently posted the following statement on the agency website:  “FDA recently evaluated 

2,070 human studies conducted between 1996 and 2007.  These studies compared the 

absorption of brand name and generic drugs into a person’s body.  These studies were 

submitted to FDA to support approval of generics.  The average difference in absorption 

into the body between the generic and the brand name was only 3.5 percent.  Some 

generics were absorbed slightly more, some slightly less.  This amount of difference 

would be expected and acceptable, whether for one batch of brand name drug tested 
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against another batch of the same brand, or for a generic tested against a brand name”

2
  

(emphasis added).  FDA noted further regarding narrow therapeutic index (NTI) drugs, in 

a letter to the National Boards of Pharmacy that “because of FDA’s strict bioequivalence 

criteria, we believe that drugs do not fall into discrete groups that would allow one to 

consider NTI drugs as being clearly different from other drugs for purposes of therapeutic 

substitution.”
3
  Indeed, FDA has consistently affirmed its long held position that “If one 

therapeutically equivalent drug is substituted for another, the physician, pharmacist, and 

patient have FDA’s assurance that the physician should see the same clinical results and 

safety profile . . . [and that] any differences that could exist should be no greater than one 

would expect if one lot of the innovator’s product was substituted for another.”
4
  There is 

no good reason to create an indiscriminate barrier to generic substitution, which HB 5610 

seeks to put in to effect. 

Not only has FDA weighed in decisively on this issue, but the American Medical 

Association has also stated that “[while] concerns still persist among some prescribers 

about the therapeutic equivalence of generic NTI drugs to their brand name innovator 

products, scientific evidence to support these concerns either does not exist or is 

extremely weak.”
5
  Indeed, an article published recently in the Journal of the American 

Medical Association “Clinical Equivalence of Generic and Brand-Name Drugs Used in 
Cardiovascular Disease” broadly addresses generic substitution of narrow therapeutic 

index drugs and urges that:  “[to] limit unfounded distrust of generic medications, popular 

media and scientific journals could choose to be more selective about publishing 

perspective pieces based on anecdotal evidence of diminished clinical efficacy or greater 

risk of adverse effects with generic medications.  Such publications may enhance barriers 

to appropriate generic drug use that increase unnecessary spending without improving 

clinical outcomes”
6
 

 

Imposing needless barriers to generic substitution would also increase costs to 

consumers, the state and the health care system.  As you may know, in 2004, 

Massachusetts Medicaid initiated a program to expand use of generic drugs and achieved 

savings of an estimated $150 million off the annual tab for drugs.
7
  Further, as noted 
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recently by AARP, “researchers have found that patients who initiate therapy with lower-

cost generic medications have higher rates of adherence, making them appealing to 

providers who want to ensure treatment compliance and avoid unnecessary spending.”
8
  

Not only do obstacles to generic substitution have serious fiscal impact, but such policies 

also inflict considerable consequences on patients and public health in general by making 

medicine less affordable. 

 

GPhA would be happy to answer any questions or provide further explanation that would 

be helpful to the Committee.  Thank you for considering our industry’s views as you 

address this matter. 

 

Sincerely, 

 

 

Shawn Brown 

Vice President of State Government Affairs  

Generic Pharmaceutical Association 

 

                                                 
8
  AARP Public Policy Institute, Strategies to Increase Generic Utilization and Associated Savings, 

available at, http://assets.aarp.org/rgcenter/health/i16_generics.pdf , (December, 2008). 

http://assets.aarp.org/rgcenter/health/i16_generics.pdf

	hit1
	hit2
	hit3

