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As requested, we are providing information regarding technical inaccuracies in the document:

page 2, first bullet should read: “To provide...to find more cffective treatments, a

preventive..."

page 2, second bullet should read: "To provide...to reduce the number of new infections in

adults and children in the U.S. and worldwide.”

page S repeats this section, and therefore the same changes above should apply to page 5.

page 6, a grammatical error in para 3: “"Today, this group...although they still represent the
majority..."

page 6, para 4: “Adolescents... are increasingly at risk for HIV infection.”

page 8, para 2: “The National Institutes of Health Revitalization Act of 1993 provided the
Office of AIDS Research with enhanced authority 10 develop and implement an annual AIDS
research plan_and budget, |

page 9, Record of Accomplishment: "Since the epidemic began...today, that total is
estimated between 40,000 and 60,000...
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page 9, first bullet is incorrect, and should read "In 1981, the Centers for Disease Control
reported the first cases of AIDS.” CDC did not identify the original cases.

page 9, add two new bullets under Sentinel accomplishments:

"o Reductions in HIV-related risk behaviors among 2 number of populations,
including gay men and injection drug users, as a result of NTH-sponsored
prevention intervention research.”

"o NIH-sponsored research demonstrated that administration of AZT can prevent
transmission of HIV from an infected mother to her newbom.”

page 10, para 2, last senience should read: “Biomedical, behavioral, and social science
prevention research, including epidemiological and natural history studies conducted and
supported...will continue 10 expand our understanding of HIV _transmission and of the
determinants..." '

page 10, para 3, sentence 2: "The National Institutes of H , the Substance Abuse
and Mental Health..."

page 11, Intervention Research, first sentence: “Intervention research focuses on...modified
sexual and drug using behaviors and, as a consequence, reduced HIV transmission.”

page 13, first bullet, fourth sentence: "Further, through outreach, research, and
demonstration programs, SAMHSA, NIH, and CDC will work to enroll more people...

page 13, third bullet: “Preventing HIV transmission from the use of contaminated needles.
Sharing of peedles and syringes...In addition, CDC-supported research in the state of
Connecticut showed that removal...” Add the following sentence at the end of the bullet:
“NTH-supported research on existing needle exchange programs is identifying the
characteristics that make them successful or not successful as an HIV prevention strategy.”

page 13, last para, second sentence: “The NIH-supported research that showed AZT reduces
perinatal transmission..."

page 14, Other STDs and TB: "Recent NIH-supported research has confirmed that
treatment...” Second sentence of that para, delete Similarly.

page 15, Record of Accomplishment, first bullet: *Identification by the NIH of HIV as the
etiologic agent :

page 15, second bullet: "Development by NIH of a reliable test to determine HIV infection
i i i n utic efficacy of antiretroviral s

n S
can be predicted by viral load tesis.” (There is no test to determine exposure to HIV).
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Glen -- here is a good example of our deep concerns about the omission of research
accomplishments. Three of the five bullets are FDA, not NIH. A long list of
research successes was previously provided, but does not appear in the document.

page 15, under "Since he took office...” second bullet should read: “Signing the NIH
Revitlization Act of 1993, granting the ...new authority to develop and implement an annual
AIDS research plan and budget,” In that section, add a new bullet: “Developing the first
Federal Plan for Biomedical Research on AIDS to coordinate national and international
HIV/AIDS research.”

page 16, title of first section should read "Contributions of AIDS research jo research on
other diseases

page 16, para 1, Jast sentence "AIDS research advances have also contributed to the
prevention and treatment of other infectious diseases...

page 16, para 2 contains a grammatical error: "“Progress in the treatment and prevention of
HIV-related opportunistic infection has had an enormous..."

page 16, para 3, DELETE the following sentence: “Moreover, prior to the AIDS epidemic,
little investment was made in research to treat viral diseases.” This is not true.

page 16, para 4: third sentence, delete *Comparative”. Sentence should read "Clinical trials
of poxvirus vaccine vectors and adjuvaats in HIV vaccine candidates...”

page 16, Future Opportuninies for progress: “While tremendous progress has been made in
biomedical and behavioral research, we cannot...d

page 17, first bullet: “Develop biomedical interventions that prevent HIV infection,

including both vaccines and micrabicides, "

page 17, second bullet: "Develop new and more effective therapies for HIV and related

opportunistic infections and malignancies. "

page 17, bullets under the Levine Report should be reordered and rewritten as follows:
o Increase NIH support for basic science through investigator-initiated research.

o Establish a restructured trans-NIH vaccine research effort
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0 Augment research efforts to better understand the human immune system

o Develop a comprehensive NIH HIV prevention science agenda, combining
biomedical, behavioral, and social interventions

o Improve coordination among all NIH-supported clinical trials programs

page 17, Vaccine Development, should be rewritten as follows: “The scientific community
continues 1o strive for an effective vaccine against HIV infection,”

page 18, para 1: "This is our ultimate goal in the area of prevention, and in FY 1997, the

b i1l allow the Federal government to increase its commitment to

HIV vaccine research.”

page 18, para 2, last sentence should read: "Both approaches are being pursued on a parallel
and interrelated path. Small trials of more complex vaccine products and 1wo types of
vaccine candidates have been underway for several years, and larger trials are planned for
the near future.”

page 18, para 5. "To address these goals, the following steps..."

page 18, para 5, second bullet: “The Vice President will continue a high level dialogue...in
the development of vaccings and_microbicides. "

page 18, para S, third bullet: *Through U.S. participation in UNAIDS...international efforts
to develop effective vaccines and microbicides."”

page 19, para 1, add to end of last sentence “There is no doubt that new drugs must be
developed, an S 11 persons | ust b "

page 19, para 2 “To accomplish this, NIH will spend an estimated $470 million in the area
W@FY 1997." (Glen: The President’s request includes a decrease in
therapeutic research). '

page 19, third bullet, increased focus in federal research on special populations, delete "who
may not have received the full benefit of all research discoveries.”

page 19, d. Continued Support for Research, second sentence: "Already, it has helped
prolong and improve the quality of lives of HIV-i individuals..."

page 20 "Recognizing the importance of biomedical and ...an increase of $485 million for

the NIH overall, an increase of $24 million for NIH conducted and supported AIDS research
and an increase of $2?? million for AIDS research government-wide. (Glen: we do not have

this last figure)
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page 21, para 2 sentence 4, “Moreover, avajlable case services were often directed toward
meeting the acute care needs of persons diagnosed with AIDS, rather than jntervening in the
early stages of HIV disease.”

page 29, last para, second sentence “Several Federal Agencies are working {0 slow the AIDS
epidemic...

page 30, first para, "The major areas of U.S. leadership in the globél HIV arena are:
biomedical research, preventing new infections..."

page 32, para 2, second sentence: “Translation of these results required actions by the NTH
and the Centers for Disease Control...

Glen, we apologize for the cumbersome list, but we felt compelled not only to correct the
inaccuracies, but to address some important omissions.

P

William E. Paul, M.D.
Director, Office of AIDS Research
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As requested, we are providing information regarding technical inaccuracies in the document:

page 2, first bullet should read: "To provide...to find more effective treatments, a
preventive...” -

page 2, second bullet should read: "To provide...to reduce the number of new infections jp

adults and children in the U.S. and worldwide.”

page S repeats this section, and therefore the same changes above should apply to page 5.

page 6, a grammatical error in para 3: “Today, this group...although they still represent the
majonty..."

page 6, para 4: “Adolescents... are increasingly at risk for HIV infection."

page 8, para 2: “The National Institutes of Health Revitalization Act of 1993 provided the
Office of AIDS Research with enhanced authority to develop and implement an annual AIDS
research plan and budget,

page 9, Record of Accomplishment: "Since the epidemic began...today, that total is
estimated between 40,000 and 60,000..."
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page 9, first bullet is incorrect, and should read “In 1981, the Centers for Disease Control
reported the first cases of AIDS.® CDC did not identify the original cases.

page 9, add two new bullets under Sentinel accomplishments:

"o Reductions in HIV-related risk behaviors among a number of populations,
including gay men and injection drug users, as a result of NTH-sponsored
prevention intervention research.”

o  NIH-sponsored research demonstrated that administration of AZT can prevent
transmission of HIV from an infected mother to her newbom.”

page 10, para 2, last senience should read: "Biomedical, behavioral, and social science
prevention research, including epidemiological and natural history studies conducted and
supported...will continue 0 expand our understanding of HIV transmission and of the
determinants...” '

page 10, para 3, sentence 2: "The Ea;ionﬂ Instijutes of Health (NIH), the Substance Abuse
and Mental Health...” :

page 11, Intervention Research, first sentence: “Intervention research focuses on...modified
sexual and drug using behaviors and, as 2 consequence, reduced HIV transmission.”

page 13, first bullet, fourth sentence: “Further, through outreach, fesearch, and
demonstration programs, SAMHSA, NIH, and CDC will work to enroll more people...

page 13, third bullet: “Preventing HIV transmission from the use of contaminated needles.
Sharing of peedles and syringes...In addition, CDC-supported research in the state of
Connecticut showed that removal..." Add the following sentence at the end of the bullet:
“NTH-supported research on existing needle exchange programs is identifying the
characteristics that make them successful or not successful as an HIV prevention strategy.”

page 13, last para, second sentence; “The NIH-supported research that showed AZT reduces
perinatal transmission..."

page 14, Other STDs and TB: “Recent NIH-supported research has confirmed that
treatment...” Second sentence of that para, delete Similarly.

page 15, Record of Accomplishment, first bullet: *Identification by the NIH of HIV as the
etiologic agent

page 15, second bullet: "Development by NIH of a reliable test to determine HIV infection
i i i nd therapeutic efficacy of antiretroviral s

n S ) <
can be predicted by viral load tests.” (There is no test 10 determine exposure to HIV).

VYT
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the first antiretroviral drmg proven effective against HIV in NTH-gupported clinical trials."

Glen - here is a good example of our deep concerns about the omission of research
accomplishments. Three of the five bullets are FDA, not NIH. A long list of
research successes was previously provided, but does not appear in the document.

page 15, under "Since he taok office..." second bullet should read: *Signing the NIH
Revitlization Act of 1993, granting the ...new authority to develop and implement an annual
AIDS research plan and budget.” In that section, add a new bullet: *Developing the first
Federal Plan for Biomedical Research on AIDS 1o coordinate national and international
HIV/AIDS research.”

page 16, title of first section should read "Contributions of AIDS research fo research on
o di

page 16, para 1, Jast sentence "AIDS research advances have also contributed to the
prevention and treatment of other infectious diseases. ..

page 16, para 2 contains a grammatical error: “Progress in the treatment and prevention of
HIV-related opportunistic infection has had an enormous..."

page 16, para 3, DELETE the following sentence: “Moreover, prior to the AIDS epidemic,
little investment was made in research to treat viral diseases.” This is not true.

page 16, para 4: third sentence, delete "Comparative”. Sentence should read "Clinical trials
of poxvirus vaccine vectors and adjuvants in HIV vaccine candidates..."

page 16, Future Opportunities for progress: “While tremendous progress has been made in
biomedical and behavioral research, we cannot...d

page 17, first bullet: “Develop biomedical interventions that prevent HIV infection,

including both vaccines and migrobicides.”

page 17, second bullet: "Develop new and more effective therapies for HIV and related

opportunistic infections and malignancies. "

page 17, bullets under the Levine Report should be reordered and rewritten as follows:
o Increase NTH support for basic science through investigator-initiated research.

o Establish a restructured trans-NIH vaccine research effort
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0 Augment research efforts to better understand the human immune system

o Develop a comprehensive NIH HIV prevention science agenda, combining
biomedical, behavioral, and social interventions

o Improve coordination among all NIH-supported clinical trials programs

page 17, Vaccine Development, should be rewritten as follows: "The scientific community
continugs {0 strive for an effective vaccine against HIV infection,”

page 18, para 1: "This is our ultimate goal in the area of prevention, and in FY 1997, the
ident’ «t will allow the Federal government to increase its commitment to

HIV vaccine research.”

page 18, para 2, last sentence should read: “Both approaches are being pursued on a parallet
and interrelated path. ials of mor ing pr £

vaccine candidates have been underway for several vears, and larger trials are planped for
the near futyre,” :

page 18, para 5: "To address these goals, the following steps..."

page 18, para 5, second bullet: "The Vice President will continue a high level dialogue...in
the development of vaccines and microbicides.”

page 18, para 5, third bullet: “Through U.S. participation in UNAIDS...international efforts
to develop effective yaccines and microbicides."

page 19, para 1, add to end of last sentence “There is no doubt that new drugs must be

developed, and access to them by al] persons in need must be ensured,

page 19, para 2 "To accomplish this, NIH will spend an estimated $470 million in the area
of therapeutic research in FY 1997." (Glen: The President’s request includes a decrease in
therapeutic research). '

page 19, third bullet, increased focus in federal research on special populations, delete "who
may not have received the full benefit of all research discoveries.”

page 19, d. Continued Support for Research, second sentence: " Already, it has helped
prolong and improve the quality of lives of HIV-infected individuals..."

page 20 "Recognizing the importance of biomedical and ...an increase of $485 million for

the NIH overall, an increase of $24 million for NIH conducted and supported AIDS research
and an increase of $7?? million for AIDS research government-wide. (Glen: we do not have

this last figure)
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page 21, para 2 sentence 4, "Moreover, available case services were often directed toward
meeting the acute care needs of persons diagnosed with AIDS, rather than jntervening in the
early stages of HIV disease.”

page 29, last para, second sentence “Several Federal Agencies are working {o slow the AIDS
epidemic...

page 30, first para, "The major areas of U.S. leadership in the global HIV arena are:
biomedical research, preventing new infections..."

- page 32, para 2, second sentence: Translation of these results required actions by the NTH
and the Centers for Disease Control...

Glen, we apologize for the cumbersome list, but we felt compelled not only to correct the
inaccuracies, but to address some important Omissions.

D por) Eotic o

William E. Paul, M.D.
Director, Office of AIDS Research
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Bethesda, Maryland 20892

Phone: 301-496-0357
Pax: 301-496-4843

To: Glen Harelson
202-6590-7203

From: William E. Paul
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As requested, we are providing information regarding technical inaccuracies in the document:

page 2, first bullet should read: "To provide...to find more effective treatments, a
preventive..."

page 2, second bullet should read: “To provide...10 reduce the number of new infections in

adults and children in the U.S. and worldwide.”

page S repeats this section, and therefore the same changes above should apply to page 5.

page 6, a grammatical error in para 3: “Today, this group...although they still represent the
majonty..."

page 6, para 4: "Adolescents... are increasingly at risk for HIV infection.”

page 8, para 2: “The National Institutes of Health Revitalization Act of 1993 provided the
Office of AIDS Research with enhanced authority 1o dgvelop and implement an annual AIDS
research plan and budget,

page 9, Record of Accomplishment: "Since the epidemic began...today, that total is
eslimated between 40,000 and 60,000..."
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page 9, first bullet is incorrect, and should read “In 1981, the Centers for Disease Control
reported the first cases of AIDS." CDC did not identify the original cases.

page 9, add two new bullets under Sentinel accomplishments:

"o Reductions in HIV-related risk behaviors among 2 number of populations,
including gay men and injection drug users, as a result of NTH-sponsored
prevention intervention research.”

o  NIH-sponsored research demonstrated that administration of AZT can prevent
transmission of HIV from an infected mother to her newbom."

page 10, para 2, last senience should read: “Biomedical, behavioral, and social science
prevention research, including epidemiological and natural history studies conducted and

supported...will continue 0 expand our understanding of HIV transmission and of the
determinants..."”

page 10, para 3, sentence 2: »The National Instifutes of Health (NIH), the Substance Abuse
and Mental Health..."

page 11, Intervention Research, first senience: “Intervention research focuses on...modified
sexual and drug using behaviors and, as a consequence, reduced HIV transmission.”

page 13, first bullet, fourth sentence: "Further, through outreach, research, and
demonstration programs, SAMHSA, NIH, and CDC will work to enroll more people. ..

page 13, third bulle: “Prevenung HIV transmission from_the use of contaminated needles.
Sharing of needles and syringes...In addition, CDC-supported research in the state of
Connecticut showed that removal..." Add the following sentence at the end of the bullet:
“NIH-supported research on existing needle exchange programs is identifying the
characteristics that make them successful or not successful as an HIV prevention strategy.”

page 13, last para, second sentence: “The NIH-supported research that showed AZT reduces
perinatal transmission..."

page 14, Other STDs and TB: "Recent NIH-supported research has confirmed that
treatment...” Second sentence of that para, delete Similarly.

page 15, Record of Accomplishment. first bullet: "Identification by the NIH of HIV as the
etiologic agent

page 15, second bullet: "Development by NIH of a reliable test to determine HIV infection
n strati i nd therapeutic efficacy of antiretroviral S
can be predicted by viral load tests.” (There is no test o determine exposure to HIV).

2
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page 15, third bullet should be rewriticn: "NIH supported research determined the three-
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the first antirgtroviral drug proven effective against HIV in NTH
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Glen -- here is a good example of our deep concerns about the omission of research
accomplishments. Three of the five bullets are FDA, not NIH. A long list of

research successes was previously provided, but does not appear in the document.
page 15, under “Since he took office...” second bullet should read: “Signing the NIH
Revitalization Act of 1993, granting the ...new authority to develop and implement an annual
AIDS research plan and budget,” In that section, add a new bullet: “Developing the first

Federal Plan for Biomedical Research on AIDS 10 coordinate national and international
HIV/AIDS research.”

page 16, title of first section should read "Contributions of AIDS research 1o research on
other diseases

page 16, para 1, last sentence "AIDS research advances have also contributed to the
prevention and treatment of other infectious diseases...

page 16, para 2 contains a grammartical error: "Progress in the treatment and prevention of
HIV-related opportunistic infection has had an enormous..."

page 16, para 3, DELETE the following sentence: “Moreover, prior to the AIDS epidemic,
little investment was made in research to treat viral diseases.” This is not true.

page 16, para 4: third sentence, delete "Comparative”. Sentence should read "Clinical trials
of poxvirus vaccine vectors and adjuvants in HIV vaccine candidates..."

page 16, Future Opportunities for progress: “While tremendous progress has been made in
biomedical and behavioral research, we cannot...d

page 17, first bullet: “Develop biomedical interventions that prevent HIV infection,
including both vaccings and imigrobicides.”

page 17, second bullet: “Develop new and more effective therapies for HIV and related
opportunistic infections and malignancies,”

page 17, bullets under the Levine Report should be reordered and rewritten as follows:
o Increase NTH support for basic science through investigator-initiated research.

o Establish a restructured trans-NIH vaccine research effort
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o Augment research efforts to better understand the human immune system

o Develop a comprehensive NIH HIV prevention science agenda, combining
biomedical, behavioral, and social interventions

° Improve coordination among all NIH-supported clinical trials programs

page 17, Vaccine Development, should be rewritten as follows: "The scientific community
continues 1o strive for an effective vaccine againgt HIV jnfection,”

page 18, para 1: "This is our ultimate goal in the area of prevention, and in FY 1997, the

President’s budget request will allow the Federal government to increase its commitment to
HIV vaccine research.”

page 18, para 2, last sentence should read: "Both approaches are being pursued on a parallel
and interrelated path. ials of mor ing pr f

vaccine candidates have been underway for several years, and larger tnals are planned for
the near futyre.”

page 18, para 5: "To address these goals, the following steps..."

page 18, para 5, second bullet: “The Vice President will continue a high level dialogue...in
the development of vaccings and microbicides.”

page 18, para 5, third bullet: "Through U.S. participation in UNAIDS.. .international efforts
to develop effective vaccines and microbicides."”

page 19, para 1, add to end of last sentence “There is no doubt that new drugs must be
developed, and access (0 them by all persons in need must be ensured,”

page 19, para 2 "To accomplish this, NIH will spend an estimated $47Q million in the area

of therapeutic research in FY 1997." (Glen: The President’s request includes a decrease in
therapeutic research).

page 19, third bullet, increased focus in federal research on special populations, delete "who
may not have received the full benefit of all research discoveries."

page 19, d. Continued Support for Research, second sentence: "Already, it has helped
prolong and improve the quality of lives of HIV-infected individuals..."

page 20 "Recognizing the importance of biomedical and ...an increase of $485 million for
the NIH overall, an increase of $24 iillion for NIH conducted and supported AIDS research
and an increase of $7?7 million for AIDS research governmeni-wide. (Glen: we do not have
this last figure)
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page 21, para 2 sentence 4, "Moreaver, available case services were often directed toward
meeting the acute care needs of persons diagnosed with AIDS, rather than intervening in the
early stages of HIV disease.”

page 29, last para, second sentence “Several Federal Agencies are working (o slow the AIDS
epidemic...

page 30, first para, "The major areas of U.S. leadership in the giobal HIV arena are:
biomedical research, preventing new infections..."

page 32, para 2, second sentence: “Translation of these results required actions by the NIH
angd the Centers for Disease Control...

Glen, we apologize for the cumbersome list, but we felt compelled not only to correct the
inaccuracies, but to address some important omissions.

william E. Paul, M.D.
Director, Office of AIDS Research

[Qoo7



