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'!he Working Group on Social am Ethical Issues was convene:1 at 10:15 a.m. on 
~mber 13, 1983, in Building 31, Roan 7A24, at the National Institutes of 
Health, 9000 Rockville Pike, Bethesda, Matylaoo 20205. The meetin:;J was q>en 
to the public. Mr. I«>bert Mitchell was Chair. '!he following were present for 
all or part of the rneetil"J3': 

w::>rking Group Members: 

Susan Got tesman 
Jean Harris 
John Harvin 
John Littlefield 
Gerard McGarri ty 

!Obert Mitchell 
Elena Nightingale 
leRoy Walters 
Elizabeth Milewski 

(Executive Secretar:y) 

A Working Group roster is attached (Attachment I). 

Goverrurent Liaison Representative: 

Henry Miller, Food and Drug Adrodnistration 

Other National Institutes of Health Staff: 

Rosalind Gray, OD 
JOhn Fletcher, Clinical Center 
Joan Porter, 00 

Other: 

Kim -McD:xlald, Chronicle of Higher Education 

l1be Wodcing Group is adviso~ to the RAe, an:) its recanmendations srould not 
be considered as final or accepted. 
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Mr. Mitdlell, the Chair, called the meeting of the Working Group on Social and 
Ethical Issues (formerly the Workin:J Groop for 1);velq;>trent of Response to 
President's camdssion's Re};X)rt on Ethical am Social Issues) to order at 10:15 
a.m., December 13, 1983. He began by sumnarizing the histot:y of RAe's reccnuren
dation to consider ethical, legal, and social i..nplications of genetic engineering 
in hwnans. 

At its April 11, 1983, meetiD:J, the Recarbinant rNA Advisory Canmittee (RAC) 
emorsed a proposal to form a working group to cament and report to RAC on the 
"Report on the Social and Ethical Issues of Genetic Engineering with Human 
Beings" issued in November 1982 by the President's Commission for the Study of 
Ethical Problems in Medicine am Biaredical and Behavioral Research. 

The President's Commission report entitled "Splicing Life" suggested continuing 
oversight of the field of genetic engineering is desirable arrl outlined three 
pa:;sible oversight rrechanisms. 

1. Build on the successful history of the RAe. The catp::lsition of RAC oould 
be modified to that of a public-private sector body such as those that 
have qJerated in other areas. The Federal Interagency Carmittee on Recan
binant J:NA coold be reactivated. 

2. Create a Genetic Engineering Canmission of 11 to 15 nebet'S fran outside 
the government which could rreet regularly to deal oolely with this field. 
This groop could have a majority of nonscientists am draw on a series 
of technical panels to provide expertise in l~ratory research, agriculture, 
manufacturing, medicine, government, and international issues. 

3. Activate a President's camdssion to oversee inportant developments in the 
biomedical arena. Oversight of genetic engineerirv;r oou1d be integrated 
into the consideration given other bianedical areas. In this case, however, 
limited attention would be given to issues such as agriculture and patenting 
questions. 

In response to the RAe directive to evaluate the cptions presented in "Splicing 
Life," the Working Gt:oup for Development of Response to President's Carmission' s 
Report on Ethical am Social Issues met CX1 JlU\e 24, 1983, at the NIH. The 
working group agreed, unani.nr:usly, to forward the follcwing recamendation to 
RAe to I::e c:cmsidered at the SeptenDer 19, 1983, RAe meetiD3'. 

"'!he Working Group agrees that there is a need for ongoing 
consideration of the ethical and social inplications of the 
application of genetic teclmology to humans. Within this 
context, RAe SOOuld be prepared to oonsider social am 
ethical issues related to the applications of recombinant 
INA tedlnologies. For specific cases which cane refore the 
comnittee, RAC should consider explicitly issues such as 
those raised in the "Splicin;- Life" report of the President's 
Commission for the Study of Ethical Problems in Medicine and 
Biomedical and Behavioral Research. 



"We,· therefore, recOT\J1'end that: 

"1. The menbership of the RAC be modified to include a::1equate 
representation to deal credibly with these issues. 

"2. Procedures srould te develq;>ed for the coordinate consider
ation of experi.Jrents involving the use of recombinant [)Na. 
tedmol03Y in humans by Institutional Review Boards (IRBs), 
the Office of Protection fran Research Risks (OPRR), the 
Food ard Drug Mministration (Fm), Institutional Biosafety 
Carmittees (IBCs), the Office of Recanbinant DNl\. Activities 
(O~), and the Recxxrbinant I:NA Advisory Camnittee (RAe). 

"3. The NIH Guidelines for Research Involving Recombinant 
INA Molecules srou1d be reviewed for their adequacy arrl 
clarity in dealing with hunan experi.nentation. 

"We recognize that the issues which will be dealt with by the RAC 
represent only SCXte of the social aoo ethical issues associated 
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with the applications of genetic arrl bianedical technologies. In 
addition, we believe that the general oversight function needed for 
these broader issues is not easily canbined with the RAe's role in 
setting Guidelines and reviewing specific experiments. The expertise 
am experience of the RAe will be available to bodies which may 
exercise oversight of the broader issues. We expect continuing national 
discussion to !errl new insight in dealin; with the specific cases to 
be considered by RAe." 

The RAe discussed this prcposal at its Septeni::er 19, 1983, neetin:J. It was 
noted that the reccmnendation was based on. several premises. These are: (1) 
there is currently no other national body that deals with ethical issues in 
the bicmedica1 field; (2) RAe's expertise could be supplemented by adding 
experts in the ethical issues of using" human subjects~ arrl (3) RAe would review 
prcp::>sals on a case-by-case basis in response to investigator-initiated research. 
RAC's review would supplement review by Instib.ltional Biosafety Camnittees (IBCs) 
and Institutional Review Boards (mBs). '!he RAe unanimJusly accepted the 
worJdD::J group's recGunerxlation. 

Mr. Mitchell said RAe requested the WorkiD::J Group on Social am Ethical Issues 
at i~ DecentJer 13, 1983, to discuss questions such as whether the language of 
the GJidelines as currently written is a:iequate, or }x)w review procedures 
would fWlction. 

Rosalirrl Gray of the Division of Legislative Analysis at the NIH said the 
House of Representatives in its closing hours before recess had passed major 
legislation concerning the NIH. '!'hat bill is an amalgamation of earlier 
versions of bills concerning the NIH. '!his cOllpl:cmise legislation oontains an 
arrel'ldlrent to create a "President's Camnission on the Hwnan Application of 
Genetic Engineering." The proposal, originally sponsored by Albert Q::)re, Jr. 
(D-Tenn), would establish a 15 IIeIber panel to rrcnitor develq;:ments in this 
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area and consider related ethical issues. The canmission would be given a 
3-1/2 year life span. The Senate eg;uivalent of the fbuse NIH bill is currently 
bottled up in camtittee. It is uncertain whether the Senate can reach a corrpro
mise which woold release the NIH bill. Morever, the Senate bill Cbes not contain 
language pertaining to the creation of a genetic engineering carmi.ssion. Should 
the Senate legislation pass, the House arrl Senate would have to cnnpranise to 
design final legislation. It is not known whether the proposal to establish a 
genetic engineering ~sston would be part of that final campranise legislation. 

Dr. Nightingale pointed out that even if language establishing a ccmnission on 
hunan genetic engineering is legislated, noney Walld have to be apprcpriated 
for this purpose. She felt RAC might be confronted with a prcposal to utilize 
recanbinant rNA techniques in treatirg hurnan genetic deficiences before Congress 
acts. Under this circumstance, RAe nust decide upon its course of action. 

Ms. Joan Porter of the Office for Protection fran Researdl Risks reported that 
the Assistant Secretary for Health forwarded a decision Jl'enDraniurn dealing with 
the issue of whether the Depart.rrent of Health am Human Set:Vices (HHS) sh:>uld 
reactivate its Ethics Advisory Board. No action has yet been taken on that 
issue. In addition, Ms. Porter noted that the flDlction of the Ethics Mvirory 
Board as defined in the regUlations is broad ani could encompass a number of 
areas including recombinant DNA issues. 

Mr. Mitchell noted that alth:>ugh there may be at some future ti.zre other medlanisrns 
to deal with these issues such as an Ethics Advisory Beam or a President's 
Camdsston none currently exists, ani no prediction as to when one might exist 
can be made. 

Mr. Mitchell said that RAe risks being criticized if it does not evaluate these 
prq;>asals from an ethical standpoint. He felt such a criticism is voiced 
implicitly in the report wSplicing Life." 

Mr. Hi tchell suggested that the Working Group on Social ani Ethical Issues 
atteJtt)t to develcp some suggestions as to how RAe might deal with these issues. 

He offered the following issues for consideration by the working group. 

L 

2. 

3. 

4. 

Should a risk. VB. benefit type of review be institute:3. for these prq::osals? 

Should RAe constitute a working group on ethical and social issues for the 
pLirpose of reviewing these prq;>OSals? 

Should working group review be conducted prior to RAe review, or should 
the working group review ethical considerations after RAC has revi~ the 
propcsal for catpliance with the NIH G.1idelines for Research Involving 
Recanbinant rnA Molecules? 

Should the Glidelines be arrended to reflect RAe's recanmerrlation that 
legal, ethical, and social issues be considered in reviewing experiments 
involving recanbinant rnA arrl hwnan genetic engineering? If 00, hCM should 
the G..Jidelines be arrend~d? 



5. Are there areas of biotechnology which RAC should review, but for which 
the Glidelines as written do not mamate review? Could ard soould the RAC 
mandate be expanded? 

6. Can a "checklist" of issues be develcped for these tyJ;es of experiments? 

7. What types of consequences should be the primary emphasis of the review? 

8. Does RAC as it is currently constituted have sufficient credibility to 
perform such a review? 

Mr. Mitchell felt thE! grcup reviewing social am. ethical issues in bianedicine 
must possess sufficient technical expertise to evaluate the proposal in a 
scientific as well as ethical context. 

Dr. Walters offered a proposal for discussion. He proposed that: 

1. A working grcup be established with the marrlate of a:'lvisirg RAC. 

2. '!he working grcup be canposed of nine trerrt:ers (including the chair) with 
equal biomedical am lay representation (e.g., specialists in bioethics 
am law). 
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3. '!he worl<iBJ group would use available human research guidelines an::l sources 
sudl as "Splicing Life," OPRR guidelines, etc., rather than devel~ing 
specific guidelines. 

Dr. Walters said the proposed worJdng group WOJld review arrl structure prcposals: 
RAC will continue to fill its role in reviewing and recamending such prcposals. 

Dr. Gottesman asked if the prcposed working group would perfonn the same 
functions as IRBs. Dr:. Fletdler pointed out that IRBs do not discuss long 
ra.J'lge ronsequences of research, irrleed the Code of Federal Regutations (45 CFR 
46) regarding protection of human subjects explictly states that IRS review is 
to focus on the iooividual hLUnan subject an] his rights. Dr. Fletcher said a 
RAC working group on this issue could provide a forum for discussing long term 
consequences to society. 'lbe IRB srould, however, first review the prcposal 
to assure protection of the human subjects; a l«>rking group would then review 
the prcposal for the consequences to society. 

Dr. McGarrity stated his view that guidelines are necessary and should be 
develcped by this prcposed working group. Dr. Hatvin disagreed. Dr. Harris 
thought the issues with which a WC)rking group will contend will I:::e influenced by 
societal demams, perceptions, etc. Demaoos ard perceptions may evolve. For 
this reason, she thought proposals will have to I:::e evaluated on a case-by-case 
basis. She pointed out that RAe's mandate will be limited~ and RAe cannot 
address all the issues in the biomedical field. A WC)rking group might be a 
tE5Ip)rat:y partial solution. Dr. Nightingale th::>ught the working group soould 
have sufficient expertise to credibly review the proposals and agreed that 
the working groop soould not be permanent. 
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Dr. Miller said the FCA rust approve experiments invel ving introduction of a 
new substance into humans. He said Fna. evaluates risk vs. benefit am reviews 
consent forms, clinical procedures, licensing, etc., but does not consider 
ethical issues. Dr. M03arrity asked Dr. Miller row Fm would review a pr<:p)Sal 
dealing with human genetic engineering. Dr. Miller said the Office of BiolCXJics 
wculd evaluate the following information: (1) analytic testing data to verify 
the product IS identity, purity, and potency; (2) a .description of the manufac
turing process; (3) protocols of clinical trials; (4) the qualifications of 
the principal investigators; and (5) elerrents of informed consent. 

Mr. Mitchell asked if the prcposed working group wo.Jld evaluate the oocietal 
impact of field testing and release into the environment of organisms contain
ing recanbinant rNA. Drs. Nightingale arrl Q)ttesman felt a secorrl working 
group with a different C'OIlt?OSition might be better suited to conduct sudl a 
review. Dr. McGarrity p:linted out that the Envirorurental Protection Agency 
(EPA) may have statutory authority to regulate certain activities involving 
environmental release of genetically altered microorganisms. 

Dr. Fletcher said some of the earliest proposals involving intvoduction of ~ 
into humans will probably be att~ts to correct single gene, "classic" inborn 
errors of matatxllism such as tesch-Nyhan syndrane or phenylketonuria through 
somatic cell therapy. He felt JOOSt in::Uviduals would perceive the merit in 
such attempts. He warned though that the line beboleen desirable and undesirable 
subjective alterations is fuzzy. He tbJught an exarrple of subjective charges 
woold be ncdifications made for aesthetic purposes such as increased height 
or the m:::Idification of character traits. He questioned whether society wculd 
ultimately be able to distinguish between desirable and undesirable subjective 
II'Odifications. 

Dr. Miller pointed out that aesthetic issues exist in the use of anabolic 
steroids, growth hornones, breast ~lants, rhinoplasty, etc. Ir. McGarrity 
replied that these considerations only apply to a single individual. Alteration 
of the gene p::lOl through use of recombinant INl\ techniques could apply to 
society as a whole. 

Dr. Nightin;ale said the hwnan subject guidelines are inadequate when applied 
to hWlWl germ line manipulations sum as those invel ving errbryos, sperm, or 
eggs. can the hwnan subject guidelines be applied to cells in vitro? Who 
will be protected? 'lhe cells in vitro which might become a human being? 
'!hese types of questions will not be addressed by Fm or the mes. 

Dr. Gottesman said proposals should be viewed on a case-by-case basis, yet she 
p:>inted out the problem inherent in such an approach; the first prcposals c0n-
ing to RAe will probably involve somatic cell therapy to correct or ameliorate 
sill3le gene defects. These prcposals will pose sinpler ethical questions than 
the proposals which will follow, yet the first prcpJSals may set precedents. 

Dr. Gottesman expressed her belief that prcposals involvill3 hwnan genetic 
engineering should first be reviewed by the IRBs. Proposals whim have IRS 
approval COlld then concurrently be reviewed by FDA. am the NIH. Dr. Gottesman 
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thought either RAC or a RAC working group might effect NIH review, but she 
preferred the roncept of prior review by a working group as a working group 
can be I1Dre flexible. Dc. Walters agreed with Or. Gottesrran. 

Ik. Nightingale asked if the first recarurerdation of the Working Group for 
Develq:m-ent of Response made at the June 24, 1983, meeting was teing acted 
u!X>n. '!'he recanrrerrla tion reads as follows: 

"The rnentlership of the RAe be l1Ddified to include adequate 
representation to deal credibly with these issues." 

Dr. Milewski replied that it was. She pointed out, however, that merrt:lers can 
easily be appointed to a workirg group. 

Dr. Mitchell asked whether lOOetings of the proposed working group would be 
q;>en to the public. Ik. G:lttesman tlnught these meetings srould be ~n, but 
she felt the working group would be m::>re flexible if their meetings did not 
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have to be announced in the Federal ~ister. She reasoned that RAe would 
offer a recanmendation on the prcposal, an::] RAe meetings are open to the public 
am announced in the Federal Register 30 days prior to the meeting. Any 
principles, structures, or questions evolved by a working group could be published 
in the Federal Register prior to the RAe meetirg. 

Ik. Littlefield asked how exp!ri.ments involving use of recanbinant INA tech
nology in hwrans would be forwarded to RAC for review. Dr. Gottesman replied 
that the GJidelines shoold specify which prcposals are to cane to the NIH • 

. She thought the IRBs or the principal investigators might forward these types 
of proposals to RAC. Dr. Walters asked Ms. Porter if the IRBs would review 
all PrqlOSals in this category. Ms. Porter replied that if an institution has 
an Assurance of Ca!1?liance (in accordance with 45 CFR 46) with HHS, proposals 
involviD3 hwnan subjects am recanbinant INA rust be reviewed by an IRB. 
However, if the institution has no HHS assurance and will not be receiving IDJS 
funds for the project, it is conceivable that an IRS l'AOUld not review this type 
of project. 

Ik. McGarrity asked Dr. Miller to describe the time scale for FJ::Y>. review of 
proposals of this type. 01:. Miller said the FDA. has 30 days to review the 
prq:>osal. Unless the prqx:lSed sbJdies are specifically interdicted by FDA. the 
investigator can autanatically proceed. Dr. Miller pointed out two concerns 
the working group sh::Iuld consider: (1) :pI:'q)OSals frequently involve negotiations 
between FIl\ and the investigator; a working group should be prepared to perform 
these types of negotiations; a.rd (2) questions of confidentiality. He note:i 
that the FIl\ does not even admit to receiving an application in order to protect 
the prcprietary interests of the subnitter. 01:. Gottesman felt the NIH would 
not deal with questions of confidentiality as she did not feel issues relevant 
to confidentiality wculd be relevant to the working group. Mr. Mitchell agreed 
saying the first such prqx>sals of this type will not be processed on a. "fast 
track." 
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Dr. Littlefield said genetic engineering experiments utilizing recombinant DNA 
tedmjques are currently beir¥] perfotned with animals. He asked if the G.lioe
lines ad61uately cover· this research. Dr. Gottesman replied that Section 
III-B-4-b of the G.lidelines specifies that these types of experiments be reviewed 
by the IBCs Dr. Littlefield asked if RAC would want to review experiJrents whim 
genetically m::xUfy animals through use of recanbinant I:NA.. Dr. Harvin th::>ught 
experiments involving animals should be reviewed. Dr:. Gottesman said wany sum 
experiments are currently beirg performed, but only a swall subgroup of these 
experiments would present a concern. Dr. Gottesman added that the animals 
used in these experin'ents would be contained as specified by the G.lidelines. 
HltI'IIa;ns cannot be "contained." She felt that the proposed working group should 
deal only with human applications. If necessary, a second workiOJ group could 
be formed to deal with animal issues. 

Dr. Walters asked if RAe will review gene therapy experiments which do not uti
lize recanbinant DNA techniques. Dr. Gottesman said the G.lidelines do not cover 
tiv:>se types of experirents. She offereCI the exanple of the Martin Cline case. 
If Dr. Cline had used a restriction nuclease to cut the OOA from its vector, the 
experiment would not have fallen under the G.lidelines. Dr. Walters said Guide
lines which deal only with a specific type of experiIrent set up incentives be 
perform rranipulations in certain ways. Dr. Gotteswan pointed out that in the 
Cline case the IRB had not approved the experiJrents. Dt:'. Walters said he was 
concernErl about the public's perception that some researm in this area will 
not be reviewed. IX. Walters asked if the G.lidelines could be rewritten to 
require procedures such as Dr. Cline's experiJrents to be reviewed by RAC. 
Dr. Gottesman said language to specify review for these types of experiments 
migh t be deve lq:>ed • 

Dr. Walters asked if the RAC charter CXlUld be rrodified to give RAe a larger 
purview. Mr. Mitchell thooght perhaps the charter could be reviewed. 
Dr. Gottesman suggested that a new Section III-A-4 be added to Section III-A, 
"Experiments that Re:juire RAe Review and NIH am me Approval Before Initiation." 
Prcposed Section III-A.-4 walld specify that recanbinant rN\. experiments involvin:J 
hwrans shOJld be reviewed by IRBs, IBCs, and RAC. Dr. Walters said such language 
walld not meet his concerns about RAC's purview. Dr. G:>ttesman said the JIPre 
sophisticated techniques, those Jt¥JSt likely to work, will use recanbinant DNA. 
to effect the introduction of recarbinant IH\ into humans; am these experiIrents 
will be reviewed by RAC. 

After sane discussion of definitions, the workil'l3 group developed the followirg 
language for a new Section III-A-4: 

-III-A-4. Deliberate transfer of recanbinant I:NA. or INA derived 
from recanbinant rNA into hwnan subjects." 

Dr. Miller asked that larguage be added imicating that this review would not 
p~t Fll\ and IRS review. Dr. Gottesman agreed and suggested that sud! 
larguage might be added to Section Vof the Guidelines, "Footnotes and References 
of Sections I-IV. It A footnote might read as follows: 
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It'!he r6:}uirernent for RAC review should not be considered to preempt 
any other t'aIuired review of experiments with human subjects. IRB 
review of the proposal should be completed before submission to NIH." 

Or. Walters asked that a footnote also be crlded to section III-B-4-b since humans 
might be considered animals. Dr. G:lttesman suggested the following footnote: 

"For recat'binant I:NA experiments involvirg hUlMIl subjects, see Section 
III-A-4. " 

Dr. McGarrity noved that a resolution errlorsirg the reinstitution of the HHS 
Ethics Advisory Board be sent to RAC. Dr. Littlefield felt he could not supp:>rt 
this ootion. He thought the WOrkirg Group on Social arrl Ethical Issues might 
welc:orre reinstitution of the HHS Ethics Advisory Board but not denand it. 
Dr. Gottesman pointed out that the Ethics Advisory Board might not function 
as the Working Group on Social am Ethical Issues anticipates. Dr. Harvin felt 
that such a resolution would inply criticism of HHS; thus, he said he would 
not support it. Ik. Walters pointed out that a similar discussion had occurred 
at the June 24, 1983, neet~ of the WOrlcirg Group for r:evelcprrent of Resp::mse; 
at that Ireeting no resolution was adcpted. lk. Harvin suggested that if sane 
statement is to be sent to RAC the followirg lan:Juage might be fOC)re apprcpriate: 

"We would feel the implementation of the functions of the Ethics 
Advisory Board would be sUfpOrtive of efforts to crldress rroral 
and ethical problems in medicine." 

Dr. McGarrity agreed to this sub9tibJte larguage. This larguage was carried 
by a voice vote. 

Dr. NightlD3ale said that altrough she had s~rted the statement, she felt 
the workirg group had not sufficiently thought through this issue. She noted 
that other groops such as a President's Camnission or an InstibJte of Medicine 
grcup of the National Academy of Science might also be endorsed. She thought 
the WC)l:xirg Group on Social and Ethical Issues might explain its support for 
reinstitution of the Ethics Advisory Boara by the fact it itself is a HHS 
worldrg groop. 

Mr. Mitchell asked how the prcp:lSed RAe working group might be constituted. 
He noted that Dt:'. Walters had earlier suggested equal numbers of scientists and 
lay rteIttlers be appointeCi to the working group. Dr. Walters suggested iooividuals 
with expertise in basic science, clinical nedicine, law, and ethics might be 
appointed to the workin:J group. Dr. Harvin suggested that 00 specific C'Cllp)Si
tion be designated; rather ORIl\ might appoint ment:ers as the need arises. 
Dr. Milewski indicated that in most instances the RAC chair in consultation 
with ORm appoints working group rrenDers. 1):. Walters asked if a total of 9 
rrenbers incltJdiD) the chair was a reasonable size. '!he workirg group agreed 
that 9 members would supply adequate expertise. 

Mr. Mitchell asked if the prcposed worldn:J group soould develcp am institute 
guidelines. Drs. Gottesman, Harvin, Harris, and Walters thought a case-by-case 
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approach was rore appr~riate. Dr. Littlefield suggested that the report 
"Splicirg Life" could be used as a resource. Dr. Walters agreed notirg that 
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the recamendation made to RAC at its Septerroer 19, 1983, meeting by the Working 
Group for ~ve1~Imnt of Response to President '5 Ccmmission '5 Report on Ethical 
am Social Issues was "to consider social and ethical issues related to the 
application of recanbinant CNA tedmo1cgies. For specific cases ••• RAC soould 
consider explicitly issues such as those raised in the 'Splicing Life' report 
of the President's Canmission for the Study of Ethical" Problems in Medicine 
and Biomedical and Behavioral Research." 

Dr. Nightirgale said the r£P<)rt "Surrmirg Up" by the President's Canmission for 
the Study of Ethical Problems in Medicine arrl Biarweaical am Behavioral Research 
might also be a resource. "Sunmlrg Up" describes three ethical principles 
which should predaninate in medicine am medical science. 'lhese are: (1) that 
the well-beirg of feq>le be praroted; (2) that peq>le's value preferences aOO 
croices be respected; and (3) that people be treated equitably. Dr. Nightingale 
rEquested that the FOrtion of "S\.UlU1lirg Up" describing these principles be 
attached to the minutes (Attachnent II). 

Dr. Walters asked how the RAe review process for these prcposals would be 
triggered. Dr. Gottesman said proposed Section III-A-4 would require 
these prq;x>Sals be sut:mi tted to the NIH for review followirg IRS approval. 
Dr. Gottesman asked whether the working group could request that FDA. notify 
RAC of applications received by FrA. Dr. Walters suggested that the prcposed 
working group have liaison JreItbers fran OPRR and F'tIA.. '!be Working Group on 
Social and Ethical Issues supp:>rted this sUCJ9E!stion. 

Mr. Mitchell sumnarized the oonclusions developed by the itbrking Q:-oup on Social 
am Ethical Issues. He noted that the workirg groop had: (1) deve1q>ed language 
to rrodify the Guidelines; (2) developed the concept of a working group to 
evaluate prcposals prior to full RAe review; (3) suggested an q;ltimal o::xrp::>si
tioo for sum a working graIP: (4) offered sane guidance on source materials 
such as "Splicirg Life" am "SU1'l1llirg Up:" aro (5) suggested medl.anisms am pro
cedures for interaction between OPRR, IRBs, Fm, and the NIH system. He then 
adjournej the meetiD3 at 3:15 p.m. 

Respectively subnitted, 

Robert E. Mitchell 
Chairman 

Eli thlMilewsk1, Ph.D. 
Rapporteur am 
Executi \Ie Secretary ---0-
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