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. Summary Statement

We are grateful to have been involved in the Cerfar Disease Control and Prevention’s
research study, “Group-based Interventions to Pitef&dolescent Pregnancy, HIV, and Other
Sexually Transmitted Infections: A Systematic Revand Meta-analysis.” This was an
important effort to summarize the outcome researchex education in America. The study was
commissioned by the CDC’s Guide to Community PraverServices, was under the direction
of the Task Force on Community Preventive Serviaad,was conducted by the Adolescent Sex
Behavior Coordination Teamihat follows represents our minority opinion as two members

of the External Partners review team that gave input about the study to the Adolescent Sex
Behavior Coordination Team. We are not members of the Task Force and this report does not
represent the views of the CDC, the Task Force, or the Adolescent Sex Behavior Coordination
Team. We acknowledge the careful work by the Guideseegch staff and their willingness to
consider all viewpoints when making decisions altbatresearch.

There are serious limitations to this meta-analggisly that cause us to take exception to the
Recommendation Statements (http://www.thecommuuitdgyorg/hiv/index.html) issued by the
Task Force on Community Preventive Services allwustudy resultsThese limitations lead us
to conclude that the statements about the genéeatigeness of the comprehensive risk
reduction (CRR) strategy are not warranted by #ita.dThey overstate the likelihood that any
single CRR program will be effective at protectthg sexual health of adolescents, especially
the school-based programs, which are the foculseoptiblic policy debate about sex education
and impact the future health of millions of adot#s across the country. The CDC
recommendations also fail to acknowledge the ewédar the effectiveness of abstinence
education (AE) programs at reducing teen sexualiggtand invite conclusions that CRR is a
superior approach to AE, which is not supportethieyevidence.

The Task Force has made public its Recommendatater8ents without also making available
to the public the full set of study findings upohiah the recommendations are based—both
supporting and otherwise. The reason given fardiBrcision is that the data from the study has
not yet been scientifically cleared by the CDCrelease to the public. However, this policy
prevents the public from scrutinizing the body wtlence underlying the CDC Task Force

" This is an amended version of the November 6, 200@rity Report. On November 7, 2009, some wordives
altered slightly to correlate better with the fimadrding of the CDC Task Force Recommendation Statds
posted on November 6, 2009 at http://www.thecomilggnide.org/hiv/index.html. Additional changes wenade
on November 18, 2009, to clarify our role on theject.



Recommendations in the same time frame in whiclClD€ recommendations will influence the
decisions of policymakers and public health pratesss. (Having the opportunity to examine
this evidence is particularly important in the @ntrclimate of controversy and politicization that
surrounds the public policy debate about sex educat America.)

Additionally, this policy prevents the inclusiontims minority report of most of the scientific

data that supports and illustrates the concernidesl herein. While the meta-analysis data has
been made available to us as members of the AdoleSex Behavior Coordination Team, at

this point the Recommendation Statements can andaressed in a qualitative manner here,
without reporting any quantitative data that hasheen released to the public.

Given the public’s inability to fully examine theisntific evidence for the Task Force
Recommendations, this minority report offers evidethat there are alternative interpretations
of the meta-analysis results which have scientifezit. These observations and assertions are
offered in good faith, with the intent of promotiag open dialogue about the best interpretation
of the results of this meta-analysis study.

[I. Fundamental Concerns and Supporting Rationale

1. The conclusion of general CRR effectiveness is natipported by the totality of data.

TheRecommendation Statement asserts that the compieaeisk reduction (CRR)
strategy is generally effective across setting,utetpn, and program type on most of the
stated outcomes, which include sexual activityguiency of sex, number of partners,
condom use, and STIs. Yet high measures of instargiy of results across studies on
key outcomes indicate that a sizable percenta@Rét programs did not work on these
outcomes, especially for school-based programs;iwénie the focus of the national
policy debate about sex education.

a. The study suffers from a problem that is fundamentain meta-analysis by
combining “apples and oranges.? The CRR category was created by collecting
together everything that wast a study of “abstinence-only” sex education, resglt
in a very heterogeneous category that exceedsniis bf good meta-analysis
design. This category combines data from schasistbom-based programs (a
common delivery system for sex education thatirfyfaomogeneous with respect to
setting, population, and pedagogy) with programsasenting a wide variety of
settings, populations, and pedagogies (e.g., SiAzsland youth shelters, youth in
detention centers and parents in housing projextsidual service learning and
multi-component youth development progranik)strated in Table 1 (see
Appendix). This problem undermines the validitytlod entire study.

b. When these studies of diverse programs were combithén the same analysis, the
resulting statistical inconsistency in the data wasot adequately resolved.The
Recommendation Statement does not report the immoftmeasure of heterogeneity
for the meta-analysis results. (When a meta-arsatgsnbines the effects from many



studies into one measure to derive an average tyipecf indicates how much
inconsistency or variation there was across dlefeffects that produced the
average.) Yet heterogeneity for the majority @& significant CRR outcomes was so
high that it would be considered “severe” by soxeets® indicating that results
reported at that level of aggregation are not prgable. With such a level of
internal inconsistency, the study recommendatitwsilel have indicated which of the
diverse types of CRR programs in the study wasg¥We and which was not, or
reported their inability to do so, instead of cawlohg that there was sufficient
evidence of across-the-board effectiveness (“a@asasige of populations and
settings”). This misleads policy makers seekinghtoose evidence-based programs.

The small size of the reported CRR effects on keyutcomes was not discussed in
the Task Force Recommendations, and raises the qties: What degree of
behavioral improvement should a typical sex educath program produce in
order for it to be considered an “effective” progran? The relative risk estimates
reported in the Recommendation Statethemnticate that the CRR programs
increased frequency of teen condom use by an av@fa?% and reduced sexual
activity by an average of 12%. They averaged a Iipsovement across the key
outcomes of sexual activity, number of partnersdomm use, pregnancy, and STIs
(excluding conflated outcome measures, see beldWwis small magnitude of
improvement, combined with the high inconsistentsesults across studies, further
diminishes the likelihood that any single CRR peogwill be effective at protecting
adolescents. (It should be noted that the AE tffeere in a similar range.)

The Recommendation Statements do not report the l&of effectiveness for
school-based CRR programs on key outcomes (condoragy pregnancy, sexually
transmitted infections/STISs).

1. This is important since the school classroom isr&meost youth receive sex
education and many of the programs that producedegported general effects
were not the school classroom type programs that pwople think of as “sex
education.”

2. Nonetheless, the Recommendation Statement thatéVidence supports a
conclusion that CRR interventions are applicabl®ssa range of populations
and settings...[including] school and community sgil’ gives policy-makers
the impression that the study found CRR progranmemented in schools were
effective at achieving these important outcomeschvivas not the case.

2. Key measures of CRR program effectiveness are inageate or confusing.

a.

Instead of reporting onconsistent condom use (CCU), the study reports on a less
protective measure frequency of teen condom yséhich combines studies that
measured frequency of use, or use at first onéstcourse, with a few studies that
measured consistent use). According to the C®isdom Fact Shegtconsistent
and correct use of the male latex condom redu@esgk of sexually transmitted
disease (STD) and human immunodeficiency virus (Hifghsmission. However,
condom use cannot provide absolute protection agamy STD. The most reliable



ways to avoid transmission of STDs are to abstaimfsexual activity, or to be in a
long-term mutually monogamous relationship withuamfected partner”
(http://www.cdc.gov/condomeffectiveness/brief. htm§TD (synonymous with STI)
transmission can occur in one sexual contact ame sbtudies have found thaon-
consistenuse provided inadequate STD protection or resutdéuigher rates of
STDs® Rates of CCU by teens in the U.S. are low (28%esdially active teen girls
and 47% of boy3 and this meta-analysis does not provide evidémaeCRR
programs have increased CCU and thereby increasedl grotectior.

. The study uses a conflated outcome callddise of Protection against Pregnancy

and STIs, which is a combined measure of condom use and o@ntraceptive

use. It then reports a significant improvement on thiscome for CRR programs,

implying that the programs were successful at &figause of both condoms and oral
contraceptivesindthat this was protective against pregnancy and.SThis is
misleading because:

1. Itimplies an effect on both condom use and oratr@axeptive use, yet the study
did not find significant effects for oral contratiep use (when tested
separatelyf.

2. Because oral contraceptives provide no protectiail against STIs, they should
not be included in a measure of “protection aggmsgnancynd STIs”.

3. Itis not known whether the condom/contraceptive measured in this outcome
actually provided‘protection against pregnancy or STIs,” so to itdhat is not
accurate. (The study did not find that CRR progra@nerally reduced teen
pregnancy)

For these reasondgse of Protection against Pregnancy and SiBls, misleading

outcome; at the very least it should be renamee ‘t©f<Condom®r Contraception;”

to be most accurate the behaviors should not béic@uah in this measure.

The study reports effects on another conflated outane calledUnprotected Sex,
defined as having sex without using a condom. ducéon inUnprotected Sex
occurs when teens either abstain from@ense a condom, thus this is a measure of
whether sexual abstinenoecondom use is occurring, without identifying tlotuel
behavior. This can be misleading and confusing to policy-maks: combining

both behaviors “pads” the numbers such that statistignificance can be obtained
where it might not be obtained for both behaviagasately (in fact, this appears to
have occurred for school-based CRR programs)sdt gives CRR programs credit
for effectiveness without identifying how that effes being achieved. Finally,
because studies of abstinence education have mioally measured/nprotected Sex
as such, the CDC studipes not give AE credit for reducing “unprotected ex” by
increasing abstinencealthough this is the effect of abstaining from.sex

. The study allowed minimum follow-up times for condon/contraceptive/STI
outcomes (one to three months) that were too shaiw demonstrate a lasting
program effect, but required longer follow-up times(six months minimum) for
abstinence outcomes While not done with this intent, it had the effef requiring
most abstinence programs to meet a higher stamdaftectiveness.



3. The meta-analysis evidence for the reported CRR e&ftt on STIs is not of adequate
guality to inform national policy about sex educaton. The effect appears to be
dependent upon only two CRR programs (DiClemer@842nd Jemmott, 2008).
These programs were both clinic-based, i.e., natwing in school classrooms with
school-based populations. In addition, evidenoenfseveral of the other studies in the
analysis was of low quality.

4. The reduction in sexual activity showed by AE progams has been discounted
because of a misplaced deference to randomized cwoittrial (RCT) studies, some of
which had important design problems.

The meta-analysis found a significant reductiosdrual activity by the AE studiés.
However, the Task Force chose to designate itrssifficient evidence” due to
“inconsistent results across studies,” in the R@hdomized control trials—the
preferred research design) vs. non-RCT (or qugserxental, an accepted research
design) results for sexual activityrhis decision is questionable for the following
reasons:

a. Analyzing the results separately for the RCT and no-RCT studies assumes
there were no other differences in research qualitpetween these two sets of
studies that might influence their outcomes.Yet there were other differences,
which resulted in some of the RCT studies havingkee research designs (see b.
below).

b. The RCT results were weighted heavily toward two sidies by the same authors
that have important design problems which likely caused them to inaccurately
estimate a lack of abstinence effect. This raggesstions about the deference given
to their results by the Task Force.

c. Ofthe 6 RCT studies in the AE analysis, 3 had sibée positive effects.

d. The measure of inconsistent results across studiess higher for CRR programs
on sexual activity than for AE programs.

e. The quasi-experimental results are based on severellvdesigned studiesthey
met the criteria for inclusion in the CDC meta-gsa, the majority of them were
peer-reviewed and published, and most used statistiethods to refine the
comparison group match and control for pretesechffices.

Thus, the meta-analysis provides credible evidendbat AE programs have delayed
sexual activity, evidence that is stronger than thevidence for CCR effecton STls
(see #3, above) or for the unreported evidenceg laek of evidence) for school-based
CRR programs on condom use (see #1d, above).stliggests an inconsistent standard
has been applied. A case can be made that tleeadiffe in the RCT vs. non-RCT results
for AE is due to problems in several RCT studieg grevented the accurate measure of



positive results, not the opposite. This would m#wat their influence on the AE results
should be discounted rather than allowed to netpatbody of research.

5. The CDC meta-analysis evidence does not support assumption that the CRR
strategy is superior to the AE strategy.

a. The study invites an inappropriate comparison betwen CRR and AE. Given
that school-based programs represented approxi&Qdeb of the AE studies and
only 40% of the CRR studies (see Table 1 in Appendcluding footnote), the
appropriate comparison in the meta-analysis fatirad effectiveness would be
between school-based CRR and AE prograAssit is, end users of the meta-analysis
Recommendation Statements will inevitably make canispns between the
published results for the two strategies. Whewn thee the comparison is between
AE, which was mostly school-based, and CRR, whiak mostly community-based.

b. A common rationale for preferring CRR to AE is tlaim that CRR is effective at
bothpreventing sexual activitgnd reducing the risks of sexual activity through
promoting the use of condomghile AE would only be expected to reduce sexual
activity. Howeverthe meta-analysis methodology was not able to test
empirically whether the CRR strategy has been efféiwe at achievingboth of
those outcomesvithin individual CRR programs. And if there is not evidence that
the typical CRR program is effective at both outesrthen there is not evidence that
it offers any real advantage over effective AE pamgs. While it should be
acknowledged that this kind of evidence is hardame by, it should also be
recognized that lack of it constitutasack of evidengeand assertions that CRR
achieves these dual outcomes should not be cheractas “evidence-based” where
such evidence is lacking.

c. When the meta-analysis did a direct test of diffeneces in effectiveness between
the AE and CRR strategies, it failed to demonstrata difference for any of the
outcomes except one.

In conclusion, we offer the above concerns and supging rationale to explain our reasons
for not supporting the Task Force RecommendationsAnother version of this report,
containing detailed statistical data from the metaanalysis as evidence for the above
concerns, will be issued as soon as the CDC releasiee meta-analysis data to the public.
We would respectfully suggest that it is in the bésnterest of science and public policy for
the CDC to release the meta-analysis data at theraa time the Recommendation
Statements are issued, so that the public can examaithe full body of evidence upon which
they are based—both supporting and otherwise. LadRg this, the above analysis has been
presented to offer an alternative point of view orthe interpretation of the study results.
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Appendix

Table 1.

Type of Setting/Populatiord

CRR studies

AE studies

A. School/Classroom setting, general school population

24 total (40%)

15 total (80%)

B. Community-based setting, self-selected population

63otal (60%)

4 total (20%)

Health or STD clinic settingppulation

7

Community center & population

6

3

Youth shelter & population

Multi-component youth developrmprogram

Parent training program (comitytbased)

Low-income housing project iseft& population

Youth in juvenile detentionljai

Youth in residential drug tmeaint program

Service learning by individuatscommunity sites

5
4
4
3

3

2
2

a. Note: This table was developed by the authors tiitr@xamination of the list of studies includedhe t
meta-analysis; it was not produced by the CommuBitide research staff.



End Notes

The term “comprehensive,” when applied to sex etioicais typically meant to indicate that interviens
promote both sexual abstinence and sexual riskctietu(including the use of condoms and oral
contraceptives). However, in this review of seyaation studies, the comprehensive risk reducttiRi)
category includes studies of sex education progthats'solely promote sexual risk reduction,” ithat
do not promote abstinence. This may be a sourcerdtision to policy-makers, who will miss this
deviation from the accepted definition and assuméadll of the programs in this category promotszht
abstinence to some degree.

See: Sharpe D. (1997). Of apples and orangegirileers and garbage: Why validity issues in meta-
analysis will not go awayClinical Psychology Review, 1{8): 881-901, and Higgins JPT & Thompson
SG (2002). Quantifying heterogeneity in a metahmis Statistics in Medicine, 211539-1558.

Higgins and Thompson, 2002, give a magnitudetat indicates “severe heterogeneity” and conclude
that Fvalues in this range should “induce considerabigica” regarding the results of a meta-analysis,
p.1553. Thompson, 1994, and Moayyedi, 2004, argaiethis level of heterogeneity in the effect raisde
the result meaningless at that level of aggregati@t the source of heterogeneity should be ifledtby
examining subgroups and the results should onlpteepreted at the subgroup level. (See Moayyedi P.
(2004). Meta-analysis: Can we mix apples and @sPimerican Journal of Gastroenterolog®004:
2297-2301; Thompson SG. (1994). Why sources ofdggtaeity in meta-analysis should be investigated.
British Medical Journal, 3091351-1355.)

These facts are presented in the CDC Task ForoenfReendation Statement for Comprehensive Risk
Reduction, available at: http://www.thecommunityggibrg/hiv/index.html.

See Crosby RA, DiClemente RJ, Wingood GM, Lang Byridgton KF. (2003). Value of consistent
condom use: A study of sexually transmitted disgargvention among African American adolescent
females American Journal of Public Health; 9301-2.; Shlay JC, McCung MW, Patnaik JL et al0@).
Comparison of sexually transmitted disease preecaldsy reported level of condom use among patients
attending an urban sexually transmitted diseas&cclbex Transm Dis; 38):154—60.; Ahmed S, Lutalo T,
Wawer M et al. (2001). HIV incidence and sexualnsmitted disease prevalence associated with ocondo
use: a population study in Rakai, UganflitDS; 1516):2171-9.; Grinsztejn B, Veloso V, Levi J, Velas

L, Luz P et al. (2009). Factors associated witlmaased prevalence of human papillomavirus infedtica
cohort of HIV-infected Brazilian womennternational Journal of Infectious Diseases, I2—80.;Martin

ET, Krantz E, Gottlieb SL, Magaret AS, Langenbérget al. (2009). APooled Analysis of the Effect of
Condoms in Preventing HSV-2 Acquisition, ARCH INTERMED/Vol 169 (13):1233-1240Centers for
Disease Control and Prevention. (200ct Sheet for Public Health Personnel—Male Late@ndbms
and Sexually Transmitted Diseasdiational Center for HIV, STD, and TB Preventidilanta, GA: U.S.
Department of Health and Human Services (paragrdph Retrieved October 31, 2003 from
www.cdc.gov/nchstp/od/latex.htm. According to thB@; “inconsistent use, e.g., failure to use condoms
with every act of intercourse, can lead to STD dmaission because transmission can occur with desing
act of intercourse” (CDC, 2003). A study in the rjoal AIDS (Ahmed et al.,, 2001) found, “Irregular
condom use was not protective against HIV or STDd awas associated with increased
gonorrhea/chlamydia risk.” A Denver study (Shlapkt 2004) reported that “when all condom usersewe
compared with non-userbl£126,220), there was limited evidence of protectgainst specific STD.” But
when consistent vs. inconsistent users were cordptre consistent users had significantly loweedtibn
rates.

Franzetta, Kerryet al.2006. “Trends and Recent Estimates: ContraceptseeAmmong U.S. TeensChild
Trends Research Brig2006-04.

Some will argue that these lesser measures maydiEaiors of behavior that might reduce the risk of
STDs. But given that some studies have found rorsistent condom use was not protective (see riote #
above), we assert that to be recommended by sojax force in public health information dissemioat



as the CDC, programs should not be called effeetiven they have not produced evidence of success at
achieving this yet partially protective outcomecohsistent condom use.

DiClemente RJ, Wingood GM, Harrington KF et al.i€dty of an HIV prevention intervention for African
American adolescent girls: a randomized contrdifeed. JAMA 2004;292(2):171-9; Jemmott JB, I,
Jemmott LS, Braverman PK, Fong GT. HIV/STD riskuetibn interventions for African American and
Latino adolescent girls at an adolescent medidin&ca randomized controlled trialArch Pediatr
Adolesc Me®005;159(5):440-9.

Design Problems of RCT Abstinence Studies

a. The first of these studies was a long-term evabaati 4 different abstinence programs, in which no
positive effects were found. However, when reviewatically, important design weaknesses become
evident. Each of the 4 sub-studies randomizeds$sgnment to treatment and control groafpthe
individual level within schoolsThe programs were then implemented within tiseseols for
substantial periods of time, ranging from 1 to drge This design sets up a classic scenario inhwhi
contamination or cross-fertilization of the treatrneffect between the treatment and control groups
can occur within the school (the “lunch-room-todecroom effect”). The result is a muting of the
treatment effect over time, in that the two groingisience each others’ attitudes and behaviorken t
close quarters of the school environment. Thesfgecially likely when the treatment occurs over an
extended time period. This, combined with the wailg young age of the program participants (8 to
13 years old) and the unusually long follow-up pérused in the study (4 to 6 years after baseline)
constitutes good reason to question this studyadidtest of abstinence education. (See Trenl@Im
Devaney B, Fortson K, Quay L, Wheeler J, Clark 20Q77).Impacts of Four Title V, Section 510
Abstinence Education Progranfainceton, NJ: Mathematica Policy Research, Incil 2007.)

b. The problem with the second study, Clark, Trenh@6€7, has to do with its inclusion in the CDC
meta-analysis at all. The study was included a#binbecause it was considered an evaluation of an
abstinence curriculum. However, the purpose af $hidy was to detect whether the Heritage Keepers
“Life Skills” curriculum had any incremental impamt teen sexual behavior over and above the
Heritage Keepers Abstinence Curriculum. The LKdlScurriculum, which contained minimal
abstinence content, was a voluntary after-schamjnam intended as a supplement to the main
Abstinence Curriculum, which was a mandatory ctasght during the school day. In this study, the
treatment group received the Abstinence Curricybluns the Life Skills Component, and the control
group received only the Abstinence Curriculum. §jhhis study did not test the effect of abstinence
education versus the absence of abstinence educhtibrather it tested the effect of a voluntafey |
skills program (i.e., a light abstinence dose) @ above the effect of a mandatory abstinence
program (i.e., a heavy dose of the abstinence megs#n short, it was not an evaluation of the
effectiveness of an abstinence education prograthaa such, should not have been included in the
group of abstinence studies in the meta-analysishould be noted that the Heritage Keepers
Abstinence Curriculum was evaluated against adouaterfactual (the absence of abstinence
education) and demonstrated a significant and lgizabduction in teen sexual initiation (OR=.54,
p<.001) one year after the program. (See Clark Wt&nholm, CDevaney, B, Wheeler, J, Quay, L.
(2007). Impacts of the Heritage Keepers Life Skitkication Componeritinal Report Princeton,

NJ: Mathematica Policy Research, Inc. and WeedEGEksen IH, Birch PJ. (2005). An evaluation of
theHeritage Keepers Abstinence Educatmogram. In Golden A (Ed.) Evaluating Abstinence
Education Programs: Improving Implementation ande&sing Impact. Washington DC: Office of
Population Affairs and the Administration for Chideh and Families, Department of Health & Human
Services 2005:88-103.).

c. The above concerns constitute good reason to quekiese studies as a valid test of abstinence
education and, given their heavy weight in the ysigl are good reason to question the RCT versus
non-RCT results for the abstinence effects in tleénranalysis.



