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0001 0003 notes re: approval fda employee 3 release

0004 0007 memorandum re: handw ritten notes w/ attach 10/18/00 foi off ice fda employee 1 3 partial release

0008 0010 memorandum re: diary notes w / attach 10/16/00 fda employee fda employee 1 2 partial release

0011 note re: copy personal f ile 10/5/00 fda employee fda employee 1 partial release
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0012 0014 proposed house bill re: ru-486 10/3/00 3 release

0015 0019 2776-
2780

kessler statement to house subcommittee 5/16/94 chairman, et. 
al.

kessler, david 20 release

0020 0033 transmittal sheet and memorandum to supreme court: benten v kessler 7/16/92 kessler, david fda employee 14 partial release

0034 0045 chesemore statement to house subcommittee 11/19/90 chairman, et. 
al.

chesemore, 
ronald

12 release
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0046 0066 memorandum to district court: benten v. kessler 6/30/95 department 
of justice

21 release

0067 0070 summary of advisory committee meeting 9/3/99 division fda employee 4 partial release

0071 0074 travel voucher 9/10/96 lew is, vivian 4 partial release

0075 0084 travel voucher 9/10/96 narrigan, 
deborah

10 partial release
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0085 0088 travel voucher 9/10/96 davidson, 
ezra

4 partial release

0090 0096 minutes of advisory committee meeting 7/19/96 advisory 
committee

7 partial release

0097 0099 proceedings of advisory committee meeting 7/19/96 advisory 
committee

3 release

0100 timekeeper's record from advisory committee meeting 7/19/96 advisors and 
consultants

1 partial release
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0107 0110 letter to advisory committee against approval 7/19/96 advisory 
committee

gamache, f .r. 4 partial release

0111 0142 slides for presentation -- acceptability 7/19/96 advisory 
committee

population 
council

32 release

0143 0163 slides for presentation -- safety 7/19/96 advisory 
committee

population 
council

21 release

0164 0182 slides for presentation -- ef fectiveness 7/19/96 advisory 
committee

population 
council

19 release
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0183 0193 slides for presentation -- history of use 7/19/96 advisory 
committee

population 
council

11 release

0194 0208 2969-
2983

medical off icer slides -- non-u.s. studies 7/19/96 advisory 
committee

bennett, 
ridgely

30 release

0209 polling of committee members w / attach 7/19/96 davidson, 
ezra et al

1 partial release

0210 0224 memorandum to advisory committee w / fedex labels 7/16/96 advisory 
committee

corfman, 
philip

13 2 partial release
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0225 0227 polling of committee members w / attach 7/19/96 davidson, 
ezra et al

1 2 partial release

0228 0229 polling of committee members w / attach 7/19/96 davidson, 
ezra, et al

1 1 partial release

0230 0233 members, agenda, questions for advisory committee 7/19/96 advisors and 
consultants

4 release

0234 0238 2882-
2886

testimony of seymour l. romney, md 7/19/96 advisory 
committee

romney, 
seymour

10 release
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0239 0243 2856-
2860

kaiser family foundation testimony 7/19/96 advisory 
committee

kaiser 
foundation

10 release

0244 0246 2875-
2877

planned parenthood testimony 7/19/96 advisory 
committee

feldt, gloria 3 release

0247 0251 2872-
2874

feminist majority foundation testimony 7/19/96 advisory 
committee

smeal, 
eleanor

8 release

0252 0255 2868-
2871

alan guttmacher institute testimony 7/19/96 advisory 
committee

kaeser, lisa 4 release
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0256 0257 pharmacological actions of ru-486 7/19/96 advisory 
committee

cargille, 
charles

2 release

0258 0260 2837-
2838

national abortion federation testimony 7/19/96 advisory 
committee

blumenthal, 
paul

3 release

0261 0262 2835-
2836

american victims of abortion testimony 7/19/96 advisory 
committee

gans, olivia 4 release

0263 letter to advisory committee against approval 7/16/96 fda employee individual 1 partial release
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0264 0270 Murphy, AA.  Does RU  Have a Future in Treating Endometriosis and Leiomyomata? 7/12/96 division murphy, ana 7 release

0271 2839 letter to advisory committee re: research use of mifepristone 7/11/96 advisory 
committee

horw itz, 
kathryn

2 release

0272 0273 Lew in, T.  U.S. to Advance Use of the Pill  New  Y ork Times.  1 July 1996, A1, B6. 2 release

0274 0275 2840, 
4440-
4441, 
8869

federal register notice re: advisory committee meeting 7/1/96 6 release
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0278 list of speakers 7/9/96 advisors and 
consultants

1 release

0279 cover sheet 1 release

0280 0286 Winikoff  B., Ellertson C, Elul B, Sivin I.  1998.  Acceptability and feasibility of early pregnancy 
termination by mifepristone-misoprostol: results of a large multicenter trial in the United States.  
Archives of  Family Medicine.  7:  360-66.

3/1/98 7 release

0287 0288 literature search request 8/17/00 fda employee 2 partial release
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0289 0290 literature search request 6/14/00 fda employee 2 partial release

0291 0292 literature search request 2/25/00 fda employee 2 partial release

0293 0299 Sartor, O, Cutler G.  1996.  Mifepristone:  Treatment of Cushing’s Syndrome.  Clinical Obstetrics 
and Gynecology. 39:  506-512.

6/1/96 5 2 release

0300 0303 Parrault D, Eisenhauer E, Pritchard K et al.  1996.  Phase II Study of the Progesterone Antagonist 
Mifepristone in Patients w ith Untreated Metastatic Breast Carcinoma:  A National Cancer Institute 
of Canada Clinical Trials Group Study.  Journal of Clinical Oncology.  14:  2709-2712.

10/1/96 4 release
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0304 0308 Bertagna X.  1997.  Pituitary-Adrenal Response to RU 486 in Man.  Psychoneuroendocrinology. 
22:  851-855.

5 release

0309 0315 Neiman L, Chrousos G, Kellner C, et. al.  1985.  Successful Treatment of Cushing’s Syndrome 
w ith the Glucocorticoid Antagonist RU 486.  Journal of Clinical Endocrinology and Metabolism.  
61:  536-540.

7 release

0316 literature search methods 1 release

0317 0318 literature search request 12/10/99 fda employee 2 partial release
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0319 0320 literature search request 12/8/99 fda employee 2 partial release

0321 0326 Guengant JP, Bangou J, Elul B, Ellertson C.  1999.  Mifepristone-misoprostol medical abortion: 
home administration of misoprostol in Guadeloupe. Contraception.  60: 167-72.

9/1/99 6 release

0327 0330 Schaff  EA, Fielding SL.  2000.  A comparison of the Abortion Rights Mobilization and Population 
Council trials.  JAMWA.  55: 137-40.

9/1/00 4 release

0331 0333 literature search request 7/12/99 fda employee 3 partial release
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0334 0335 literature search request w / attach 7/9/98 fda employee 1 1 partial release

0336 0343 pamphlet: mifepristone medical abortion study 11/4/96 8 partial release

0344 0346 literature search request w / attach 4/29/96 fda employee 2 1 partial release

0347 0348 literature search request 4/29/96 fda employee 2 partial release
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0349 0350 literature search request 4/29/96 fda employee 2 partial release

0351 0362 Schoot VDP, Baumgarten, R.   1990.  Effects of treatment of male and female rats in infancy w ith 
mifepristone on reproductive function in adulthood.  Journal of Reproductive Fertillity.  90:  255-
256.  (1409-1420)

12 release

0363 0369 Glasier A, Thong KJ, Dew ar M, et al.  1992.  Mifepristone (RU 486) compared w ith high dose 
estrogen and progestogen for emergency postcoital contraception. N Engl J Med.  327:  1041-
1044.  Also attached is Grimes D, Cook R.  1992.  Mifepristone (RU 486) – An Abortifacient to 
Prevent Abortion?  N Engl J Med.  327:  1088-1090.

10/8/92 4 3 release

0370 0372 table of contents henney, jane 
et. al.

division 3 partial release
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0373 0385 0456 executive summary w / attached journal articles:  Jones BS, Heller S.  2000.  Providing medical 
abortion: legal issues of relevance to providers.  J Am Med Womens Assoc.  55(3 Suppl):  145-50.  
AND Borgmann CE, Jones BS.  2000.  Legal issues in the provision of medical abortion.  Am J 
Obstet Gynecol.  183(2 Suppl):  S84-94.

6/9/00 henney, jane 
et. al

division 10 11 partial release 7

0386 0387 abortion complications henney, jane 
et. al

division 2 release

0388 0394 fact sheets from the Allen Guttmacher Institute and the Kaiser Family Foundation:  The Alan 
Guttmacher Institute.  Facts in Brief.  Induced Abortion.  @ w w w . Agi-
usa.org/pubs/fb_induced_abort.html AND Fact Sheet.  Abortion.  The Henry J. Kaiser Family 
Foundation.  May, 1999.

henney, jane 
et. al

division 5 2 release

0395 0400 Cabezas, E.  1999.  Medical Versus Surgical Abortion.  International Journal of Gynecology and 
Obstetrics.  63 Suppl. 1:  S141-S146.

henney, jane 
et. al

division 6 release
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0401 0411 Chan, YF, Ho PC, Ma HK.  Blood Loss in Termination of Early Pregnancy by Vacuum Aspiration 
and by Combination of Mifepristone and Gemeprost.  Contraception.  1993; 47:  85-95.

henney, jane 
et. al

division 11 release

0412 0422 Christin Maitre S, Bouchard P, Spitz, I.  2000.  Medical Termination of Pregnancy.  The New  
England Journal of Medicine.  342:  946-956.

henney, jane 
et. al

division 11 release

0423 0430 Elul B, Ellertson C, Winikoff  B.  1999.  Side Effects of Mifepristone-Misoprostol Abortion Versus 
Surgical Abortion.  Contraception.  59:  107-114

henney, jane 
et. al

division 8 release

0431 0437 Grimes D.  1997.  Medical Abortion in Early Pregnancy:  A review  of the evidence.  Obstetrics and 
Gynecology.  89:  790-796.

henney, jane 
et. al

division 7 release
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0438 0444 Jensen J, Astley S, Morgan E, et al.  1999.  Outcomes of Suction Curettage and Mifepristone 
Abortion  in the United States.  Contraception.  59: 153-159.

henney, jane 
et. al

division 7 release

0445 0454 Majajan D, London S.  1997.  Mifepristone (RU486):  A Review .  Fertility and Sterility.  68:  967-976. henney, jane 
et. al

division 10 release

0457 0463 0455 Saraiya M, Green CA, Berg CJ, et al.  1999.  Spontaneous abortion-related deaths among w omen 
in the United States--1981-1991. Obstet Gynecol.  94(2): 172-176.

henney, jane 
et. al

division 8 release

0464 0471 Schaff  EA, Stadalius LS, Eisinger SH, et al   1997.  Vaginal misoprostol administered at home after 
mifepristone (RU486) for abortion.  J Fam Pract 44(4): 353-60.

henney, jane 
et. al

division 8 release
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0472 0484 Trupin, S.  Induced Abortion.  Danforth’s Obstetrics and Gynecology.  Philadelphia:  J.B. Lippincott 
Company, 1994.  567-579.

henney, jane 
et. al

division 13 release

0485 0491 Winikoff  B, Sivin I, Coyaji KJ, et al.  1997.  Safety, efficacy, and acceptability of medical abortion in 
China, Cuba, and India: a comparative trial of  mifepristone-misoprostol versus surgical abortion. 
Am J Obstet Gynecol.  176(2):  431-437.

henney, jane 
et. al

division 7 release

0492 w eb sites henney, jane 
et. al

division 1 release

0493 0495 international product labeling 3/31/00 division population 
council

3 partial release
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0496 0516 european summary of product and patient's information leaf let 21 release

0517 email re: medical abortion in england 6/13/00 fda employee fda employee 1 partial release

0518 email re: more info about europe 6/14/00 fda employee 1 partial release

0519 0520 email re: more info about europe 6/14/00 fda employee 2 partial release
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0521 confidentiality w ith direct distribution henney, jane 
et al

division 1 release

0522 fda proposed restricted distribution system 6/1/00 henney, jane 
et al

division 1 partial release

0523 0524 response letter re: distribution plan 3/1/00 fda population 
council

2 partial release

0525 0526 letter from danco on distribution restrictions 1/21/00 fda employee danco 
laboratories

2 partial release
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0527 0531 mifeprex distribution plan 1/21/00 henney, jane 
et al

division 29 partial release 23

0532 request to store mifeprex 1 partial release

0533 account registration letter 1 release

0534 0538 highlights of 07/19/96 advisory committee meeting 9/3/99 henney, jane 
et al

fda employee 5 partial release



01/28/2002 documents released in full or in part on w eb

Page 24

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

0539 0545 minutes of advisory committee 07/19/96 7/30/96 nda 20-687 corfman, 
philip

7 partial release

0546 0557 approvable letter 9/18/96 robbins, ann fda employee 12 partial release

0558 0559 memorandum to f ile re: items for consideration before approval 9/17/96 nda 20-687 fda employee 2 partial release

0560 0562 memorandum to f ile re: approvability 9/16/96 nda 20-687 fda employee 3 partial release 3
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0563 0565 review  of u.s. safety data 07/14/96 8/29/96 nda 20-687 fda employee 3 partial release

0566 0578 fax re: u.s. safety data 7/14/96 fda employee robbins, ann 13 partial release

0579 0582 medical off icer's summary of safety update 06/20/96 9/11/96 nda 20-687 fda employee 4 partial release

0583 0585 memorandum re: approvability 2/17/00 nda 20-687 fda employee 3 partial release
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0586 0614 medical off icer's review  of u.s. clinical trials 1/27/00 nda 20-687 fda employee 29 partial release

0615 letter re: protocol #166a 4/2/96 poppema, 
suzanne,

irb 1 partial release

0616 0617 fax re: verif ication of documents 4/8/96 poppema, 
suzanne,

irb 2 partial release

0618 letter re: appointment to conduct clinical quality assurance audit 2/23/96 poppema, 
suzanne,

irb 1 partial release
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0619 letter re: gcp audits 2/21/96 poppema, 
suzanne,

irb 1 partial release

0620 summary of telecon re: change in drug dispensing log 12/4/95 1 partial release

0621 0622 summary of telecon re: patient #159 w / attach 11/28/95 2 partial release

0623 summary of telecon re: nurse practitioner in study 11/21/95 1 partial release
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0624 memorandum re: nurse practitioner 11/21/96 f ile irb 1 partial release

0625 letter re: protocol #166 a 11/20/95 poppema, 
suzanne

irb 1 partial release

0626 letter re: protocol #166 a 11/9/95 poppema, 
suzanne

irb 1 partial release

0627 0631 letter re: population council visit to clinical site 10/25/95 poppema, 
suzanne

population 
council

2 partial release
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0628 0630 letter re: protocol #166a 10/5/95 poppema, 
suzanne

irb 3 partial release

0632 0633 letter re:  poppema study 9/6/95 irb irb 2 partial release

0634 0635 letter re: protocol #166a 8/31/95 poppema, 
suzanne

irb 2 partial release

0636 summary of telecon re: crf  instructions for protocol #166a/9 8/31/95 1 partial release
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0637 summary of telecon re: scheduling monitoring visit 8/29/95 1 partial release

0638 letter re: protocol #166a 8/17/95 poppema, 
suzanne

irb 1 partial release

0639 summary of telecon re: monitoring visit 8/16/95 1 partial release

0640 letter re: end of mifepristone/misoprostol study 8/8/95 poppema, 
suzanne

irb 1 partial release
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0641 letter re: completion of study in august 7/24/95 poppema, 
suzanne

irb 1 partial release

0642 letter re: protocol #166a 7/28/95 poppema, 
suzanne

irb 1 partial release

0643 0644 letter re: protocol #166a 6/12/95 poppema, 
suzanne

irb 2 partial release

0645 letter re: enrolling patients beyond 150 6/7/95 irb irb 1 partial release
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0646 letter re: summary sheets for adverse events 6/2/95 poppema, 
suzanne

irb 1 partial release

0647 0648 letter re: protocol #166a w / attach 5/8/95 poppema, 
suzanne

irb 2 partial release

0649 letter re: meeting held at population council 5/4/95 poppema, 
suzanne

irb 1 partial release

0650 0651 letter re: protocol #166a 5/2/95 poppema, 
suzanne

irb 2 partial release
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0652 0653 letter re: protocol #166a w /attach 4/27/95 poppema, 
suzanne

irb 2 partial release

0654 letter re: protocol #166a 4/26/95 poppema, 
suzanne

irb 1 partial release

0655 letter re: protocol #166a 4/6/95 poppema, 
suzanne

irb 1 partial release

0656 letter re: adverse events in protocol #166a/b 4/3/95 poppema, 
suzanne

irb 1 partial release
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0657 letter re: protocol #166a 3/22/95 poppema, 
suzanne

irb 1 partial release

0658 letter re: protocol #166a 3/16/95 poppema, 
suzanne

irb 1 partial release

0659 letter re: protocol #166a 3/1/95 poppema, 
suzanne

irb 1 partial release

0660 letter re: protocol #166a 2/2/95 poppema, 
suzanne

irb 1 partial release
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0661 letter re: protocol #166a 2/2/95 poppema, 
suzanne

irb 1 partial release

0662 summary of telecon re: completion of study 1/31/95 1 partial release

0663 0664 letter re: protocol #166a 1/23/95 poppema, 
suzanne

irb 2 partial release

0665 letter re: adverse event report 1/19/95 spitz, irving poppema, 
suzanne

1 partial release
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0666 0667 letter re: protocol #166a 1/12/95 poppema, 
suzanne

irb 2 partial release

0668 letter re: protocol #166a 1/9/95 poppema, 
suzanne

irb 1 partial release

0669 summary of telecon re: need for additional study drug 1/5/95 1 partial release

0670 letter re: adverse event report 1/3/95 spitz, irving poppema, 
suzanne

1 partial release
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0671 0672 letter re: protocol #166a 12/14/94 poppema, 
suzanne

irb 2 partial release

0673 0674 letter re: protocol #166a w /attach 12/7/94 poppema, 
suzanne

irb 2 partial release

0675 0676 fax cover sheet w /attach 12/5/94 irb irb 2 partial release

0677 0678 letter re: protocol #166a w / attach 11/30/94 poppema, 
suzanne

irb 2 partial release
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0679 letter re: protocol #166a 11/22/94 poppema, 
suzanne

irb 1 partial release

0680 letter re: non-participant patient questionnaire forms 11/18/94 poppema, 
suzanne

irb 1 partial release

0681 0682 letter re: protocol #166a 11/18/94 poppema, 
suzanne

irb 2 partial release

0683 0685 letter re: participation in trial w /attach 11/8/94 spitz, irving poppema, 
suzanne

3 partial release
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0686 letter re: protocol #166a 11/2/94 poppema, 
suzanne

irb 1 partial release

0687 0688 letter re: protocol #166a w /attach 11/1/94 poppema, 
suzanne

irb 2 partial release

0689 letter re: protocol #166a 10/20/94 poppema, 
suzanne

irb 1 partial release

0690 0691 letter re: revised protocol 10/18/94 poppema, 
suzanne

irb 2 partial release
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0692 0694 letter re: participation at meeting w /attach 10/7/94 poppema, 
suzanne

irb 3 partial release

0695 0696 letter re: protocol #166a 9/22/94 poppema, 
suzanne

irb 2 partial release

0697 letter re: upcoming trial w ith mifepristone 9/21/94 irb irb 1 partial release

0698 0699 letter re: selection of center to participate in trial 8/19/94 poppema, 
suzanne

irb 2 partial release
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0700 letter re: study of mifepristone/misoprostol 8/11/94 poppema, 
suzanne

irb 1 partial release

0701 letter re: protocol #166a 11/20/95 poppema, 
suzanne

irb 1 partial release

0702 letter re: protocol #166a 10/2/95 poppema, 
suzanne

irb 1 partial release

0703 letter re: protocol #166a 7/25/95 poppema, 
suzanne

irb 1 partial release
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0704 letter re: protocol #166a 7/18/95 poppema, 
suzanne

irb 1 partial release

0705 0713 letter re: summary sheets for adverse events w /attach 6/2/95 poppema, 
suzanne

irb 9 partial release

0714 letter re: protocol #166a 4/26/95 poppema, 
suzanne

irb 1 partial release

0715 letter re: protocol #166a 3/6/95 irb irb 1 partial release
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0716 0718 letter re: protocol #166a/b w /attach 3/6/95 poppema, 
suzanne

irb 1 2 partial release

0719 0720 letter re: adverse event reports 1/24/95 poppema, 
suzanne

irb 2 partial release

0721 0722 letter re: protocol #166a/b w /attach 1/23/95 poppema, 
suzanne

irb 1 1 partial release

0723 0725 letter re: protocol #166a/b w /attach 1/18/95 poppema, 
suzanne

irb 1 2 partial release
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0726 0728 letter re: adverse event report w /attach 1/3/95 spitz, irving poppema, 
suzanne

1 2 partial release

0729 letter re: protocol #166a/b 12/23/94 poppema, 
suzanne

irb 1 partial release

0730 0731 letter re: adverse event reports 12/14/94 poppema, 
suzanne

irb 2 partial release

0732 letter re: adverse event reports 12/5/94 poppema, 
suzanne

irb 1 partial release
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0733 letter re: protocol #166a 11/23/94 poppema, 
suzanne

irb 1 partial release

0734 0771 protocol # 166a 11/1/99 38 partial release

0772 0775 agreement to conduct protocol for 166a poppema, 
suzanne

4 partial release

0776 0780 modifications to protocol #166a 5 partial release
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0781 letter re: irb meeting 5/25/95 poppema, 
suzanne

irb 1 partial release

0782 0783 letter re: periodic reports 3/10/95 poppema, 
suzanne

irb 2 partial release

0784 0785 letter re: adverse event reports 1/24/95 poppema, 
suzanne

irb 2 partial release

0786 0787 letter re: adverse event reports 12/14/94 poppema, 
suzanne

irb 2 partial release
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0788 letter re: changes to protocol #166a 10/27/94 poppema, 
suzanne

irb 1 1 partial release

0789 0790 letter re: approval to conduct study 10/14/94 poppema, 
suzanne

irb 2 partial release

0791 0793 blank cover pages 3 release

0794 0895 6705-
6806

protocol #166a: appendix d, table 5a 11/24/98 nda 20-687 population 
council

204 release
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0896 0947 6807-
6859

protocol #166a: appendix d, table 5b 11/24/98 nda 20-687 population 
council

105 release

0948 1000 6860-
6912

protocol #166a:  appendix d, table 5c 11/24/98 nda 20-687 population 
council

106 release

1001 1002 blank cover pages 2 release

1237 1239 drug product listing w /attach 10/18/00 fda employee outside 
counsel

2 1 partial release
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1240 email re: documents about ru-486 10/11/00 fda employee fda employee 1 partial release

1241 Suplee C.  Hill Holds Heated Hearing on RU 486.  The Washington Post.  20 Nov. 1990.  Final 
Edition, A21.

1 release

1242 1243 letter re: status report on personal importation of mifepristone 6/30/93 kornreich, 
edw ard

fda employee 2 partial release

1244 1245 letter re: request for status report re: personal importation 5/24/93 kessler, david kornreich, 
edw ard

2 release
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1246 1247 response letter to consumer re: complaint about clinical trial 4/1/92 consumer fda employee 2 partial release

1248 1249 Manufacturers Pass on Abortion Pill.  The Washington Times.  22 June 1993.  A2.
Test of abortion pill as cancer Rx Approved.  The Washington Times.  18 Nov.  1993.  A5.

2 release

1250 1255 listing of interest groups 10/5/00 6 release

1256 1257 congressional letter 10/4/00 henney, jane hutchinson, 
tim

4 partial release 2
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1258 1260 fax cover sheet and letter to jef fords 10/2/00 fda employee lehman, 
dirksen

3 partial release

1263 1264 1261 tracking sheet w / attached congressional information request 9/29/00 henney, jane 
et. al

fda employee 1 2 partial release

1265 1266 1262 letter from helms, jesse re: china facility w / attached draft response 9/18/00 shalala, donna helms, jesse 2 3 partial release 2

1267 blank page 1 release
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1268 1269 cancellation import alert w / attach 9/28/00 import 
program 
managers

fda employee 1 1 partial release

1270 1273 import alert guidance to f ield personnel 9/28/00 import 
program 
managers

fda employee 4 partial release

1274 fax cover sheet w / attach 9/27/00 fda employee buc, nancy 1 1 partial release 1

1275 letter re: training materials w / transmission report 9/27/00 buc, nancy fda employee 2 2 partial release 3
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1276 blank page 1 release

1277 french medical abortions 9/27/00 fda employees fda employee 1 partial release

1278 revised package insert w /attach 9/27/00 fda employee arnold, 
sandra

1 25 partial release 25

1279 1281 issues w ith ru-486 distribution 9/26/00 fda employee fda employee 4 partial release 1
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1282 ddmac comments 9/26/00 buc, nancy fda employee 6 partial release 5

1283 note re: delivery of copies 9/26/00 fda employee buc, nancy 2 partial release 1

1284 1285 3263, 
4683

letter re: amendment #67 w /attach 9/26/00 fda employee arnold, 
sandra

3 1 partial release

1286 letter re: amendment #66 9/26/00 fda employee arnold, 
sandra

1 partial release
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1287 routing slip re: congressional request on dmf 9/25/00 henney, jane 1 partial release

1303 letter re: amenment 65 9/22/00 fda employee arnold, 
sandra

1 8 partial release 8

1304 cover page re: cytotec labeling 9/22/00 fda employee fda employee 1 partial release

1305 1311 Winikoff  B, Ellertson C, Elul B, et al.  1998.  Acceptability and feasibility of early pregnancy 
termination by mifepristone-misopristol.  Archives of Family Medicine.  7: 360-6.

7 release
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1312 1313 senate letter re: ru-486 approval 9/21/00 shalala, donna brow nback, 
sam et. al.

2 release

1314 letter re: amendment #64 w /attach 9/21/00 fda employee arnold, 
sandra

1 46 partial release 46

1315 letter re: amendment #62 9/19/00 fda employee arnold, 
sandra

1 partial release

1316 1318 tracking form w / attach letter from helms, jesse re: china facility 9/21/00 fda dhhs 6 partial release 3
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1319 1322 phone messages 9/18/00 fda employees 4 partial release

1325 356h form: amendment to pending application 9/15/00 nda 20-687 population 
council

1 release

1326 sending package insert/ commit to phase 4 w /attach 9/15/00 fda employee arnold, 
sandra

1 50 partial release 50

1327 fda review  of medication guide & patient agreement w /attach 9/14/00 arnold, sandra fda employee 1 7 partial release 7
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1328 information request letter 9/13/00 arnold, sandra fda employee 1 24 partial release 24

1329 letter re: analysis of clinical trials unrelated to age 9/12/00 fda employee danco 
laboratories

1 partial release

1330 4693 letter re: amendment #59 9/8/00 fda employee danco 
laboratories

2 partial release

1331 1332 356h form: draft labeling submission 9/6/00 nda 20-687 arnold, 
sandra

2 release
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1333 1349 response to labeling, distribution and open issues 9/6/00 fda employee arnold, 
sandra

17 partial release

1350 5074, 
5103

fax re: sale of mifepristone 9/1/00 fda employee university of 
rochester

3 partial release

1352 information request letter: review  draft label, distribution, exhibit e  & med guide w /attach 8/29/00 arnold, sandra fda employee 1 8 partial release 8

1353 4699 letter re: amendment #56 8/24/00 fda employee danco 
laboratories

2 partial release
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1354 1355 4696-
4697

letter re: amendment #55 8/21/00 fda employee danco 
laboratories

4 partial release

1356 1359 fda response to congressional letter w /attach 8/21/00 coburn, tom plaisier, 
melinda

3 1 partial release

1360 4692 letter re: response to form 483 8/18/00 fda employee danco 
laboratories

2 partial release

1361 1363 letter re: response to acog and ama letters w /attach 8/11/00 hale, ralph 
et.al.

henney, jane 2 1 partial release
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1364 1369 8786 - 
8787

tracking form w / attach incoming letter from hale, ralph w /attach 8/2/00 henney, jane fda 3 5 partial release

1370 issue paper re: personal importation of ru-486 3/1/93 1 release

1371 1381 letter re: amendment 54 w /attach 7/27/00 fda employee arnold, 
sandra

11 2 partial release 2

1382 1383 cover pages w /attach 7/27/00 2 25 partial release 25
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1384 1391 cover page and journal article: Guengant JP, Bangou J, Elul B et al.  1999.  Mifepristone-
misopristol medical abortion: home administration of misopristol in Guadeloupe.  Contraception.  
60: 167-72.

7/27/00 fda employee arnold, 
sandra

8 release

1392 1396 Schaff  EA, Fielding SL.  2000.  A comparison of the Abortion Rights Mobilization and Population 
Council trials.  JAMWA.  55: 137-40.

7/27/00 fda employee arnold, 
sandra

5 release

1397 1402 Schaff  EA, Eisinger SH, Stadalius LS, et al.  1999.  Low -dose mifepristone 200 mg and vaginal 
misoprostol for abortion.  Contraception.  59(1): 1-6.

7/27/00 fda employee arnold, 
sandra

6 release

1403 1408 cover page and roussel study w /attach 7/27/00 fda employee arnold, 
sandra

6 release
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1409 1420 Schoot PVD, Baumgarten R.  1990.  Effects of treatment of male and female rats in infancy w ith 
mifepristone on reproductive function in adulthood.  J. Reprod. Fert.  90: 255-66.

7/27/00 fda employee arnold, 
sandra

12 release

1421 1422 356h form: submission of documentation for fda meeting 8/4/00 7/27/00 nda 20-687 arnold, 
sandra

2 release

1423 1424 4673-
4674

information request letter 7/25/00 arnold, sandra fda employee 4 partial release

1425 1426 letter re: amendment #53 7/25/00 fda employee danco 
laboratories

2 partial release
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1427 pre-meeting submission of slides w /attach 7/18/00 fda employee danco 
laboratories

1 3 partial release 3

1428 1429 letter re: amendment #52 7/13/00 fda employee danco 
laboratories

3 partial release 1

1430 4477, 
7848

letter re: amendment #51 7/11/00 fda employee arnold, 
sandra

3 partial release

1431 fax submission re: exhibit e w /attach 7/7/00 fda employee danco 
laboratories

1 4 partial release 4
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1432 1435 letter re: amendment #50 7/5/00 fda employee arnold, 
sandra

4 partial release

1438 1446 response to distribution requirements 6/23/00 fda employee arnold, 
sandra

9 partial release

1448 1449 national abortion federation letter 6/22/00 fda employee dudley, susan 3 partial release 1

1450 1458 Jones BS, Heller S.  2000.  Providing medical abortion: legal issues of relevance to providers.  J 
Am Med Womens Assoc.  55(3 Suppl):  145-50.
Borgmann CE, Jones BS.  2000.  Legal issues in the provision of medical abortion.  Am J Obstet 
Gynecol.  183(2 Suppl):  S84-94.

9 release



01/28/2002 documents released in full or in part on w eb

Page 66

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

1461 1463 congressional information request 6/16/00 shalala, donna coburn, tom 3 release

1464 napnap letter re: use of term health care provider 6/9/00 henney, jane hall, robert 1 partial release

1465 1466 abortion provisions in the u.s. 6/14/00 division fda employee 2 partial release

1467 proposed distribution system 6/1/00 danco 
laboratories

fda employee 3 partial release 2
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1468 1469 4488 impurity prof ile 5/17/00 fda employee danco 
laboratories

3 partial release

1470 4490 letter re: amendment #46 5/11/00 fda employee danco 
laboratories

2 partial release

1471 4489 letter re: amendment #45 5/3/00 fda employee danco 
laboratories

2 partial release

1472 4473 letter re: receipt of resubmission to nda 4/25/00 arnold, sandra fda employee 2 partial release
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1473 1474 4491-
4492

updated & additional stability data 4/20/00 fda employee danco 
laboratories

4 partial release

1475 4493 letter re: disk of labeling for amendment #43 4/12/00 fda employee danco 
laboratories

2 partial release

1476 cover page re: international labeling 3/31/00 nda 20-687 population 
council

1 partial release

1477 cover page re: safety update report #3 3/31/00 nda 20-687 population 
council

1 release
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1478 4698 letter re: amendment #43 3/30/00 fda employee danco 
laboratories

2 partial release

1479 7672, 
4494

letter re: nda 20-687 3/10/00 division arnold, 
sandra

3 partial release

1480 4495, 
7673

letter re: request for telecon 3/9/00 fda employee danco 
laboratories

3 partial release

1481 4496, 
7674

letter re: replacement document 3/6/00 fda employee danco 
laboratories

3 partial release
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1482 1483 4497-
4498

letter re: plants in china 3/3/00 fda employee danco 
laboratories

4 partial release

1484 4499, 
7682

letter re: amendment #42 2/24/00 fda employee arnold, 
sandra

3 partial release

1485 fax cover page re: inspection summary 2/15/00 fda employee fda employee 1 partial release

1486 patent information population 
council

1 release
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1487 letter re: inspection 2/16/00 mishell, daniel fda employee 1 partial release

1488 letter re: distribution plan 1/28/00 fda employee danco 
laboratories

1 partial release

1489 letter re: amendment #40 1/28/00 fda employee danco 
laboratories

1 partial release

1490 incoming call ledger 1/27/00 fda employee 1 partial release
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1491 1492 4502-
4503

letter re: amendment #39 1/21/00 fda employee danco 
laboratories

4 partial release

1493 4648 letter re: conduct of clinical study 1/18/00 haskell, susan fda employee 2 partial release

1494 4649 letter re: conduct of clinical study 1/12/00 poppema, 
suzanne

fda employee 2 partial release

1498 4504 letter re: submission of form 483 12/6/99 fda employee danco 
laboratories

2 partial release
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1499 letter re: answ ers to remaining questions 11/29/99 fda employee arnold, 
sandra

1 partial release

1500 4507 letter re: amendment #37 11/29/99 fda employee danco 
laboratories

2 partial release

1501 4511, 
7594

letter re: planned distribution 10/28/99 fda employee danco 
laboratories

3 partial release

1502 1505 4512-
4515

letter re: amendment #35 10/26/99 fda employee danco 
laboratories

8 partial release
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1506 agenda for 10/8/99 meeting 10/8/99 1 release

1507 1509 letter re: roussel-uclaf decision 10/25/99 outside 
counsel

arnold, 
sandra

3 partial release

1510 letter re: answ ers to questions 10/5/99 fda employee arnold, 
sandra

1 partial release

1511 1512 4517-
4518

letter re: foreign labeling 9/30/99 fda employee schmidt, 
frederick

4 partial release
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1513 4519 letter re: amendment #34 9/13/99 fda employee danco 
laboratories

2 partial release

1514 4520 letter re: updated labeling 9/8/99 fda employee clark, shelley 2 partial release

1515 4521 letter re: copies of volume 1.1 of nda 9/3/99 fda employee schmidt, 
frederick

2 partial release

1516 4522 letter re: drug product manufacturer 8/30/99 fda employee danco 
laboratories

2 partial release
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1517 4523 letter re: amendment #33 8/18/99 fda employee danco 
laboratories

2 partial release

1518 1519 letter re: amendment #31 8/3/99 fda employee arnold, 
sandra

2 partial release

1520 4528 letter re: amendment #30 7/22/99 fda employee danco 
laboratories

2 partial release

1521 4527 letter re: amendment #29 7/14/99 fda employee danco 
laboratories

2 partial release
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1522 1523 4529 letter re: amendment #28 6/30/99 fda employee danco 
laboratories

3 partial release

1524 1527 letter re: anti-abortion violence w /attach 6/21/99 outside 
counsel

o'neill, 
heather

4 126 partial release 126

1528 4532 letter re: amendment #26 6/15/99 fda employee danco 
laboratories

2 partial release

1529 1530 4533-
4534

letter re: amendment #24 6/3/99 fda employee arnold, 
sandra

4 partial release
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1531 1532 4535 letter re: amendment #25 6/3/99 fda employee danco 
laboratories

3 partial release

1533 1534 4538-
4539

letter re: amendment #22 5/10/99 fda employee danco 
laboratories

4 partial release

1535 4540 letter re: amendment #21 4/28/99 fda employee danco 
laboratories

2 partial release

1536 1537 letter re: amendment #15 6/25/98 fda employee arnold, 
sandra

2 partial release
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1538 1552 congressional letter w / attach 6/24/98 kaptur, marcy w axman, 
henry

1 14 release

1553 1554 tracking form w / attach 5/20/98 fda employees fda employee 1 1 partial release

1555 1556 4554-
4555, 
6584-
6585

letter re: amendment #14 4/27/98 fda employee arnold, 
sandra

6 partial release

1557 1566 tracking form w / attach 2/12/98 shalala, donna barton, joe 1 9 partial release
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1567 1568 letter re: amendment #13 2/19/98 fda employee arnold, 
sandra

2 partial release

1569 1570 4558-
4559, 
6605-
6606

letter re: amendment #12 1/30/98 fda employee arnold, 
sandra

6 partial release

1571 1576 tracking form w / attach 12/23/97 shalala, donna barton, joe 1 5 partial release

1577 letter re: amendment #10 11/26/97 fda employee ellertson, 
charlotte

1 partial release
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1578 1579 4560-
4561, 
6536-
6537

letter re: amendment #9 9/24/97 fda employee arnold, 
sandra

6 partial release

1580 letter re: application and meeting 9/3/97 catley-carlson, 
margaret

fda employee 1 partial release

1581 6490, 
4562

letter re: 8/11/97 meeting 8/5/97 fda employee catley-
carlson, 
margaret

3 partial release

1582 6489, 
4563

letter re: electronic database w /attach 7/28/97 fda employee ellertson, 
charlotte

3 partial release
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1584 letter re: chemistry def iciencies 3/6/97 robbins, ann fda employee 1 partial release

1585 1586 4565-
4566, 
6495-
6496

letter re: amendment #6 1/30/97 fda employee robbins, ann 6 partial release

1587 letter re: inspection of clinical investigator 1/22/97 quiquempois, 
h.

fda employee 1 partial release

1589 1592 email re: barton letter 11/26/96 fda employee fda employee 1 3 partial release
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1593 1594 letter re: barton letter w / attach 11/14/96 advisory 
committee

fda employee 1 1 partial release

1595 1599 tracking form w / attach 10/11/96 fda employees fda employee 2 3 partial release

1600 4567, 
6501

letter re: amendment #5 9/26/96 fda employee robbins, ann 3 partial release

1601 1602 letter re: amendment to application 9/16/96 fda employee robbins, ann 2 partial release
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1603 1605 1699, 
1644-
1646

letter re: ind safety report w / attach 12/7/94 fda employee bardin, c. 
w ayne

3 4 partial release

1606 1608 letter re: ind safety report w / attach 11/21/94 fda employee bardin, c. 
w ayne

1 2 partial release

1609 1621 fax cover page re: u.s. safety data w / attach 7/14/96 fda employee robbins, ann 1 12 partial release

1622 1623 congressional letter 7/11/96 kessler, david barton, joe 2 partial release
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1624 1625 7974, 
4541-
4543, 
6555-
6557

letter re: amendment #20 3/31/99 fda employee danco 
laboratories

9 partial release

1626 1627 4544-
4545, 
6564-
6565

letter re: amendment #19 2/22/99 fda employee danco 
laboratories

6 partial release

1628 1629 4546-
4547, 
6570-
6571

letter re: 1/27/99 letter 2/8/99 fda employee danco 
laboratories

6 partial release

1630 1631 letter re: cmc information 1/27/99 nash, harold fda employee 2 partial release
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1632 letter re: conduct of clinical study 1/18/99 haskell, susan fda employee 1 partial release

1633 letter re: conduct of clinical study 1/12/99 poppema, 
suzanne

fda employee 1 partial release

1634 1635 4548-
4549, 
6566-
6567

letter re: amendment #18 12/8/98 fda employee arnold, 
sandra

6 partial release

1636 4550 letter re: amendment #38 12/7/99 fda employee danco 
laboratories

2 partial release
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1637 1639 4551-
4553, 
6576-
6578

letter re: amendment #17 10/26/98 fda employee arnold, 
sandra

9 partial release

1640 1641 letter re: amendment #15 6/25/98 fda employee arnold, 
sandra

2 partial release

1642 1643 congressional letter 6/27/96 barton, joe smith-
holston, 
sharon

2 release

1647 1650 Women Satisfied w ith Abortion Pill.  Chicago Sun-Times.  19 July 1998.  Late Sports Final Edition, 
35.
Doctor, clinic disagree over abortion pill report.  The Associated Press.  21 September 1995.
Carney T.  Abortion pill test goes aw ry for one patient.  The Des Moines Register.  21 September 
1995.  1M, 5M.
Louviere, Mark.  Group lied w hen it said abortion bill test resulted in no complications.  The 
Waterloo Courrier.  24 September 1995.

4 release
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1651 1652 congressional letter 5/23/96 kessler, david barton, joe 2 release

1653 1655 fax transmittal form w / attach 9/11/96 robbins, ann fda employee 1 2 partial release 2

1656 1658 fax cover w / attach 9/10/96 robbins, ann fda employee 1 2 partial release

1659 4570 letter re: amendment #3 8/15/96 fda employee robbins, ann 2 partial release
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1660 1661 4571-
4572

letter re: international post-marketing surveillance data 7/25/96 fda employee robbins, ann 4 partial release

1662 1666 letter re: advisory committee meeting w / attach 7/16/96 consumer fda employee 3 2 partial release

1667 1676 transmittal form w / attached new spaper articles:  Women Satisfied w ith Abortion Pill.  Chicago Sun-
Times.  19 July 1998.  Late Sports Final Edition, 35.
Doctor, Clinic Disagree over abortion pill report.  The Associated Press.  21 September 1995.
Carney T.  Abortion pill test goes aw ry for one patient.  The Des Moines Register.  21 September 
1995.  1M, 5M.
Louviere, Mark.  Group lied w hen it said abortion bill test resulted in no complications.  The 
Waterloo Courrier.  24 September 1995.

7/12/96 fda employees fda employee 1 11 partial release

1677 1679 fax cover page w / attach 6/20/96 robbins, ann fda employee 1 2 partial release
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1680 1681 4573-
4574

letter re: safety update report 6/20/96 fda employee robbins, ann 4 partial release

1682 1686 fax cover page w / attached new spaper articles:  Carney T.  Abortion pill test goes aw ry for one 
patient.  The Des Moines Register.  21 September 1995.  1M, 5M.
Louviere, Mark.  Group lied w hen it said abortion bill test resulted in no complications.  The 
Waterloo Courrier.  24 September 1995.

5/29/96 fda employee fda employee 1 4 partial release

1687 1688 letter re: pharmaceutical evaluation comments w / attach 5/20/96 robbins, ann fda employee 1 1 partial release

1689 letter re: priority review  classif ication 5/7/96 robbins, ann fda employee 1 partial release
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1692 1693 fax cover page w / attach 4/24/96 robbins, ann fda employee 1 1 partial release

1694 1695 letter re: samples, methods validation 4/19/96 fda employee robbins, ann 2 partial release

1696 1697 letter re: receipt of nda 3/20/96 robbins, ann fda employee 2 partial release

1698 4579 letter re: submission of nda 3/14/96 fda robbins, ann 2 release
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1700 1701 letter re: agenda for meeting w / attach 4/25/94 fda employee hyman, lester 1 1 partial release

1702 talking points 9/23/93 fda employee hhs employee 1 partial release

1703 1708 memorandum re: import alert w / attach 6/6/89 import 
program 
managers

hfc-130 2 4 partial release

1709 1714 regulatory procedures manual chapter 9-71 12/11/89 6 release
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1715 memorandum re: importation of ru-486 1/22/93 shalala, donna clinton, 
w illiam

1 release

1716 3577 letter re: roussel-uclaf involvement 12/17/92 kessler, david sakiz, 
edouard

2 release

1717 1720 3542-
3543, 
5952-
5954

congressional letter 12/15/92 w yden, ron scheman, 
carol

9 partial release

1721 letter re: fdca requirements for drug approval 12/14/92 sakiz, edouard kessler, david 1 release
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1722 1724 5708-
5709

congressional letter w / attach 5/24/90 benson, james w yden, ron 4 1 partial release

1725 1731 tracking form w / attach 6/15/89 fda employees fda employee 1 6 partial release

1732 1733 congressional letter 5/2/89 helms, jesse young, frank 2 partial release

1734 5495 congressional letter 2/23/89 young, frank helms, jesse 2 release
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1735 1736 pilot guidance on mail importations 6/20/88 fda 2 release

1737 model letter for use in drug mail 1 release

1738 1740 import alert #66-41 8/1/88 import 
program 
managers

hfc-130 3 partial release

1741 import bulletin #66-b13 9/26/88 import 
program 
managers

hfc-130 1 partial release



01/28/2002 documents released in full or in part on w eb

Page 96

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

1742 1743 description of import policy from benton v. kessler 2 release

1744 memorandum re: mifepristone foi request 10/5/00 FDA employee FDA 
employee

1 partial release

1745 1752 division memorandum 9/28/00 nda 20-687 FDA 
employee

8 partial release

1753 1757 memorandum re: fda approval of mifeprex w / attach 9/28/00 davidson, ezra advisors and 
consultants

1 4 release
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1758 1763 fax cover page w / attach memorandum 9/28/00 lerner, jodi FDA 
employee

2 4 partial release

1764 1769 fax cover page w / attach memorandum 9/28/00 trussell, james FDA 
employee

2 4 partial release

1770 1775 fax cover page w / attach memorandum 9/28/00 falk, richard FDA 
employee

2 4 partial release

1776 1781 fax cover page w / attach memorandum 9/28/00 greene, 
michael

FDA 
employee

2 4 partial release
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1782 1787 fax cover page w / attach memorandum 9/28/00 dattel, bonnie FDA 
employee

2 4 partial release

1788 1793 fax cover page w / attach memorandum 9/28/00 harris, joseph FDA 
employee

2 4 partial release

1794 1799 fax cover page w / attach memorandum 9/28/00 narrigan, 
deborah

FDA 
employee

2 4 partial release

1800 1805 fax cover page w / attach memorandum 9/28/00 lew is, vivian FDA 
employee

2 4 partial release
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1806 1811 fax cover page w / attach memorandum 9/28/00 henderson, 
cassandra

FDA 
employee

2 4 partial release

1812 1817 fax cover page w / attach memorandum 9/28/00 azziz, ricardo FDA 
employee

2 4 partial release

1818 1823 fax cover page w / attach memorandum 9/28/00 kosasa, 
thomas

FDA 
employee

2 4 partial release

1824 1829 fax cover page w / attach memorandum 9/28/00 petitti, diana FDA 
employee

2 4 partial release
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1830 1835 fax cover page w / attach memorandum 9/28/00 o'sullivan, mary FDA 
employee

2 4 partial release

1836 1841 fax cover page w / attach memorandum 9/28/00 zones, jane FDA 
employee

2 4 partial release

1842 1847 fax cover page w / attach memorandum 9/28/00 daling, janet FDA 
employee

2 4 partial release

1848 1853 fax cover page w / attach memorandum 9/28/00 hammond, 
mary

FDA 
employee

2 4 partial release
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1854 1859 fax cover page w / attach memorandum 9/28/00 ryan, kenneth FDA 
employee

2 4 partial release

1860 1861 memorandum re: eff icacy of mifepristone by age 9/27/00 nda 20-687 FDA 
employee

2 partial release

1862 note re: contents of approval package 9/15/00 FDA employee FDA 
employee

1 partial release

1863 1864 memorandum re: labeling 9/15/00 FDA employee FDA 
employee

2 partial release
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1865 1867 memorandum re: eff icacy of mifepristone by age 9/15/00 nda 20-687 FDA 
employee

3 partial release

1868 memorandum re: change to labeling 9/14/00 nda 20-687 FDA 
employee

1 partial release

1869 1870 pharmacology/toxicology comments on proposed label 2/18/00 FDA employee FDA 
employee

2 partial release

1875 1878 memorandum re: complete response 9/14/00 nda 20-687 FDA 
employee

4 partial release
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1879 1886 memorandum re: meeting on misoprostol labeling w / attached new spaper article: Zitner A, Savage 
D.  Abortion Pill Could be in the Hands of the Voters.  Los Angeles Times.  12 Sept. 2000.  Home 
Edition,  E1.

9/8/00 FDA employee FDA 
employee

1 8 partial release 1

1887 standard specif ications/ molecular w eight calculation 9/11/00 nda 20-687 FDA 
employee

1 partial release

1888 1889 memorandum re: addendum to consult on proposed phase 4 protocols 8/24/00 FDA employee FDA 
employee

2 partial release

1890 memorandum re: manufacturing process changes 6/20/00 nda 20-687 FDA 
employee

1 partial release
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1891 memorandum re: dissolution specif ications 2/16/00 nda 20-687 FDA 
employee

1 partial release

1892 4423 memorandum re: establishment evaluation request 2/15/00 nda 20-687 FDA 
employee

2 partial release

1893 memorandum re: statistical comments on amendment #24 2/14/00 nda 20-687 FDA 
employee

1 partial release

1894 4669 memorandum of telecon re: labeling of shipping cartons 2/11/00 nda 20-687 FDA 
employee

2 partial release
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1895 1897 memorandum re: evaluation of clinical inspections 2/2/00 FDA employee FDA 
employee

3 partial release

1898 1899 memorandum re: mishell compliance review 2/2/00 nda 20-687 FDA 
employee

2 partial release

1900 1901 memorandum re: notif ication of the commitment to recuse 1/12/00 FDA employee allen, susan 2 partial release

1902 1903 4438-
4439

division memorandum to f ile re:items for consideration before approval 9/17/96 nda 20-687 FDA 
employee

4 partial release
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1904 1909 memorandum re: approvability 9/16/96 nda 20-687 FDA 
employee

3 3 partial release

1910 memorandum re: labeling def iciencies 9/10/96 nda 20-687 FDA 
employee

1 partial release

1911 1912 memorandum re: text for announcement of advisory committee 6/21/96 FDA employee FDA 
employee

2 partial release 1

1913 memorandum re: study site investigation 5/9/96 FDA employee FDA 
employee

1 partial release
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1914 memorandum re: notice of july advisory committee 4/26/96 advisory 
committee

FDA 
employee

1 partial release

1915 memorandum re: importation of ru-486 1/22/93 shalala, donna clinton, 
w illiam

1 release

1916 1918 5455 memorandum re: importation of ru-486 w / attach 1/22/93 shalala, donna clinton, 
w illiam

2 2 partial release

1919 1922 memorandum re: information request from w yden w / attach 7/22/92 FDA employee FDA 
employee

3 2 partial release 1
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1923 1926 memorandum re: information requested by w axman 1/24/91 FDA employee FDA 
employee

1 3 partial release

1927 note re: correction to comments FDA employee FDA 
employee

1 partial release

1928 1933 e-mail re: press articles 10/12/00 fda employee fda employee 6 partial release

1934 1935 e-mail re: press articles 10/12/00 fda employees fda employee 2 partial release
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1936 e-mail re: foi requests for records 10/11/00 fda employee fda employee 1 partial release

1937 e-mail re: foi request for records 10/5/00 subscribers fda employee 1 partial release

1938 e-mail re: question on foi requests for records 10/5/00 fda employee fda employee 1 partial release

1939 1940 e-mail re: coburn's proposed legislation 10/5/00 henney, jane 
et.al.

fda employee 2 partial release
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1941 e-mail re: clarif ication of foi request 10/5/00 fda employees fda employee 1 partial release

1942 e-mail re: pending correspondence 10/5/00 fda employee fda employee 1 partial release

1943 e-mail re: new  mexican 10/4/00 fda employees fda employee 1 partial release

1944 e-mail re: draft response to coburn letter 10/4/00 fda employee fda employee 1 partial release
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1945 e-mail re: draft response to coburn letter 10/4/00 fda employee fda employee 1 partial release

1946 1950 e-mail re: legislation proposed by coburn w / attach 10/4/00 henney, jane 
et.al.

fda employee 2 3 partial release

1951 e-mail re: non-disclosure of manufacturers 10/3/00 fda employee dickinson, jim 1 partial release

1952 e-mail re: verif ication of ru-486 reports 10/3/00 fda employees fda employee 1 partial release
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1953 e-mail re: policy on disclosure of manufacturer site 10/2/00 fda employee fda employee 1 partial release

1954 e-mail re: f inal med guide and package insert 10/2/00 fda employee fda employee 1 partial release

1955 e-mail re: press release on w eb site 10/2/00 fda employee fda employee 1 partial release

1956 1957 e-mail re: chronology on mifepristone 9/29/00 fda employee fda employee 2 partial release
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1958 1959 e-mail re: thank you letter w / attach 9/29/00 fda employees fda employee 2 1 partial release 1

1960 1961 e-mail re: thank you letter w / attach 9/29/00 fda employees fda employee 2 1 partial release 1

1962 e-mail re: reports faxed 9/28/00 fda employee fda employee 1 partial release

1963 e-mail re: f irst direct report for ru-486 9/29/00 fda employees fda employee 1 partial release
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1964 e-mail re: problems w ith f iles 9/28/00 fda employees fda employee 1 partial release

1965 e-mail re: ru-486 9/28/00 subscribers fda employee 1 partial release

1966 e-mail re: w eb address for approval 9/28/00 fda employees fda employee 1 partial release

1967 e-mail re: misspelling of  w eb address for approval 9/28/00 fda employees fda employee 1 partial release
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1968 e-mail re: w eb page now  live 9/28/00 fda employees fda employee 1 partial release

1969 e-mail re: heads up on approval 9/28/00 hammond, dr. fda employee 1 partial release

1970 1971 e-mail re: additional questions from reporters w / attach 9/28/00 fda employees fda employee 1 1 partial release

1972 1973 e-mail re: additional questions from reporters w / attach 9/28/00 fda employees fda employee 1 1 partial release
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1974 e-mail re: approval letter 9/28/00 fda employees fda employee 1 partial release

1975 1987 e-mail re: approval announcement w / attach 9/28/00 fda fda employee 4 9 partial release

1988 e-mail re: as requested 9/28/00 fda employee fda employee 1 partial release

1989 e-mail re: label and miscellaneous files 9/28/00 fda employees fda employee 1 partial release
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1990 1991 e-mail re:approval letter 9/28/00 fda employees fda employee 2 partial release

1992 e-mail re: latest redacted versions of action letter 9/28/00 fda employees fda employee 1 partial release

1993 e-mail re: redacted action letter 9/28/00 fda employee 1 partial release

1994 e-mail re: package insert 9/28/00 fda employees arnold, 
sandra

1 partial release
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1995 1998 e-mail re: ru-486 information 9/28/00 cder fda employee 4 partial release

1999 2000 e-mail re: import alert 66-41 9/28/00 fda employee fda employee 2 partial release

2001 2004 e-mail re: approval of ru-486 9/28/00 fda employees fda employee 1 3 partial release

2005 2008 e-mail re: sending bunch of e-mails w / attach 9/28/00 fda employee fda employee 1 3 partial release
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2009 e-mail re: another ru-486 e-mail 9/27/00 fda employee fda employee 1 partial release

2010 e-mail re: w ebsite address 9/27/00 fda employee fda employee 1 partial release

2011 e-mail re: script to use for answ ering phone calls 9/27/00 fda employee fda employee 1 partial release

2012 e-mail re: number of medical abortions in france 9/27/00 fda employees fda employee 1 partial release
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2013 e-mail re: electronic version of consults 9/26/00 fda employee 1 partial release

2014 e-mail re: w ebsite now  live 9/28/00 fda employee fda employee 1 partial release

2015 2020 e-mail re: prescribers agreement/order form w / attach 9/26/00 fda employees danco 
laboratories

1 5 partial release

2021 2042 e-mail re: package insert submission w / attach 9/26/00 fda employees danco 
laboratories

1 21 partial release
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2043 e-mail re: cme materials w / attach 9/25/00 fda employee fda employee 1 1 partial release 1

2044 e-mail re: medication error consult 9/25/00 fda employees fda employee 1 partial release

2045 e-mail re: submission of educational materials 9/25/00 fda employees fda employee 1 partial release

2046 e-mail re: conf identiality 9/24/00 fda employees fda employee 1 partial release



01/28/2002 documents released in full or in part on w eb

Page 122

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

2047 e-mail re: meeting request 9/22/00 fda employee 1 partial release

2048 e-mail re: name changes on consults 9/22/00 fda employee 1 partial release

2049 e-mail re: change to medguide 9/21/00 fda employees fda employee 1 partial release

2050 2051 e-mail re: contact for all materials during launch phase 9/21/00 fda employee fda employee 2 partial release
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2052 e-mail re: label change 9/21/00 fda employees fda employee 1 partial release

2053 e-mail re: opdra consults on ru-486 9/21/00 fda employee 1 partial release 1

2054 e-mail re: opdra consults on ru-486 9/21/00 fda employee 1 partial release

2055 email re: labeling and medication guide fda employee buc, nancy 1 partial release
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2056 e-mail re: change to memorandum 9/21/00 fda employees fda employee 1 partial release

2057 e-mail re: request for phase 4 protocols 9/21/00 fda employees fda employee 1 partial release

2058 e-mail re: mifepristone 3/1/00 fda employee fda employee 1 partial release

2059 2060 e-mail re: funding bill in congress 6/24/99 fda employees fda employee 2 partial release
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2062 e-mail re: ind information fda employee 1 partial release

2063 2066 e-mail re: published article Palmer L.  FDA poised to approve abortion pill.  Chicago Tribune.  5 
January 2000.  Chicago Sports Final Edition, 8S.  w / attach

1/6/00 fda employees fda employee 1 3 partial release

2067 2068 e-mail re: call list of  interested w omen's groups 9/12/00 fda employees fda employee 2 partial release

2070 e-mail re: latest draft external q&a 9/20/00 fda employees fda employee 2 3 partial release 4
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2071 e-mail re: ddmac and w ebsite 9/20/00 fda employees fda employee 1 partial release

2072 e-mail re: draft external q&a 9/19/00 fda employees fda employee 1 3 partial release 3

2073 e-mail re: latest draft external q&a 9/19/00 fda employees fda employee 1 partial release

2074 e-mail re: 9/15/00 meeting minutes 9/19/00 fda employees fda employee 1 2 partial release 2
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2075 e-mail re: medication error consult 9/18/00 fda employees fda employee 1 partial release

2076 e-mail re: population council agrees to proposed studies 9/18/00 fda employee 1 partial release

2077 e-mail re: 9/14/00 meeting minutes 9/15/00 fda employees fda employee 1 3 partial release 3

2078 e-mail re: agreement on labeling 9/15/00 fda employees fda employee 1 partial release
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2079 e-mail re: 8/8/00 meeting minutes 9/15/00 fda employees fda employee 1 partial release

2080 e-mail re: concur w ith approval recommendation 9/15/00 fda employee 1 partial release

2081 e-mail re: clearance of action package 9/15/00 fda employees fda employee 1 partial release

2082 e-mail re: stability testing 9/14/00 fda employee 1 partial release
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2083 e-mail re: stability testing 9/14/00 fda employees fda employee 1 partial release

2084 e-mail re: internal q&a's w / attach 9/14/00 fda employee 1 11 partial release 11

2085 e-mail re: another ru-486 e-mail 9/13/00 fda employee fda employee 1 partial release

2086 e-mail re: stability testing 9/13/00 fda employee 1 partial release
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2087 2089 e-mail re: meeting on 9/14/00 9/13/00 fda employee 3 partial release

2090 e-mail re: population council meeting 9/14/00 9/13/00 fda employee 1 partial release

2091 2091a e-mail re: updated timeline 9/13/00 fda employees fda employee 2 6 partial release 6

2092 2093 e-mail re: call list of  interested w omen's groups 9/12/00 fda employees fda employee 2 partial release
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2094 2096 e-mail re: sorry for delay 9/12/00 fda employee fda employee 3 partial release

2097 e-mail re: opdra attendance at population council meeting 9/19/00 fda employee fda employee 1 partial release

2098 2100 e-mail re: spitz article 9/11/00 fda employee fda employee 1 2 partial release

2101 e-mail re: mifepristone label 9/11/00 fda employees fda employee 1 partial release
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2102 e-mail re: no subject 9/11/00 fda employee fda employee 1 partial release

2103 2105 e-mail re: telephone call list 9/11/00 fda employees fda employee 3 partial release

2106 e-mail re: label and drug interactions 9/8/00 fda employee 1 partial release

2107 e-mail re: opdra action item follow ing meeting 9/7/00 fda employee 1 partial release
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2108 e-mail re: inquiries on application from hhs 9/7/00 fda employees fda employee 1 partial release

2109 e-mail re: another ru-486 e-mail 9/5/00 fda employee fda employee 1 partial release

2110 e-mail re: questions regarding survey 9/5/00 fda employee 1 partial release

2111 e-mail re: information request letter 8/30/00 fda employees fda employee 1 partial release
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2112 e-mail re: medguide 8/29/00 fda employees fda employee 1 partial release

2113 e-mail re: more on medguide 8/29/00 fda employee fda employee 1 partial release

2114 2117 e-mail re: health daily new s 8/28/00 fda employees fda employee 4 partial release

2118 e-mail re: status of protocol 8/23/00 fda employee 1 partial release
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2119 e-mail re: status update on protocol 8/23/00 fda employee 1 partial release

2120 e-mail re: another ru-486 e-mail 8/21/00 fda employee fda employee 1 partial release

2123 minutes of telecon re: package insert 9/25/00 fda employee 1 partial release

2124 calendar manager appointment 9/14/00 1 partial release
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2125 2127 8806 - 
8808

minutes of telecon re: information request letters 9/14/00 fda employee 6 partial release

2128 2130 4584-
4586, 
4640-
4642

minutes of telecon re: phase 4 protocol 8/25/00 fda employee 9 partial release

2131 2132 minutes of telecon re: status of pending issues 8/9/00 fda employee 2 partial release

2133 2134 4589-
4590

minutes of telecon re: consultation w / michael green w / attach 7/14/00 fda employee 4 3 partial release 3
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2135 minutes of telecon re: cmc amendment 6/19/00 fda employee 1 partial release

2143 4600 minutes of telecon re: methods validation package and phase 4 commitment 4/26/00 fda employee 2 partial release

2144 2145 minutes of telecon re: chemistry issues 4/25/00 fda employee 2 partial release

2146 2147 minutes of telecon re: planned action 2/11/00 fda employee 2 partial release
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2148 4629 memorandum of telecon re: distribution, draft label, foreign data 8/9/96 robbins, ann fda employee 2 partial release

2150 memorandum of telecon re: environmental assessment 2/12/96 euvard, 
catherine

fda employee 1 partial release

2151 memorandum of telecon re: environmental assessment 2/14/96 fda employee roussel uclaf 1 partial release

2152 memorandum of telecon re: environmental assessment 2/12/96 fda employee fda employee 1 partial release
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2153 routing slip w / attach 5/17/90 fda employee fda employee 1 1 partial release 1

2154 e-mail re: eir inspection report 8/29/00 fda employee fda employee 1 partial release

2155 2156 letter re: amendment #37 11/29/99 fda employee danco 
laboratories

2 partial release

2160 2161 2157 - 
2159, 
2172

letter re: eir for 11/99 inspection w / attach 2/16/00 haskell, susan fda employee 2 4 partial release
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2162 haskell cv w / attach haskell, 
susan

1 16 partial release 16

2163 2165 fda form: submission of haskell cv 9/16/94 haskell, 
susan

3 partial release

2166 2171 2173 - 
2215

protocol #166a 11/16/99 49 partial release

2216 2217 letter re: irb review  and approval 10/12/94 haskell, susan irb 2 partial release
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2218 notice of inspection 11/16/99 haskell, susan fda employee 1 partial release

2219 2260 protocol #166a/b w / attach 5/5/95 30 13 partial release

2261 2264 amendment #2, #3 to protocol #166a,b 4 partial release

2265 2337 table #25: adverse events for protocol #166a 11/29/98 73 release
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2338 letter re: study enrollment 3/6/96 irb haskell, 
susan c

1 partial release

2339 irb roster 1 partial release

2340 2342 memorandum re: preapproval inspection w / attach 10/1/99 fda fda 
employees

3 1 partial release 1

2343 2345 study personnel signature registry 3 partial release
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2346 gcp1 action log 1 partial release

2347 site visit record 1 partial release

2348 2349 study personnel signature registry 2 partial release

2350 protocol # 166a site visit record 1 partial release
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2351 2359 irb various documents re: poppema 9 partial release

2360 2365 protocol # 166a 10/13/94 6 partial release

2366 2373 protocol # 166a amendment #3 5/5/95 8 partial release

2374 letter re: protocol #166a 2/26/96 poppema, 
suzanne

irb 1 partial release
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2375 2378 letter re: inspection w / attach 1/12/99 poppema, 
suzanne

fda employee 1 3 partial release

2379 2382 2482 eir cover sheet w / attach 1 4 partial release

2383 site visit record 1 partial release

2384 2480 protocol #166a,b w / attach 5/5/95 30 67 partial release
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2481 case record forms 1 release

2483 2498 eir inspection report 11/1/99 poppema, 
suzanne

fda employee 16 partial release

2499 2504 form 1572 - submission of cv for poppema w /attach 8/16/94 poppema, 
suzanne

6 partial release

2505 2507 resume for poppema 11/1/99 poppema, 
suzanne

3 partial release
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2508 2513 w ashington state dept of health license w / attach 11/1/99 3 5 partial release 2

2514 7977 e-mail re: registration/ listing info w / attach 6/30/00 fda employees fda employee 1 1 partial release

2515 e-mail re: previous email 6/28/00 fda employees fda employee 1 partial release

2516 2517 e-mail re: use in france 6/22/00 fda employee eudra 2 partial release
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2518 2520 e-mail re: more info about europe 6/20/00 fda employees fda employee 3 partial release

2521 e-mail re: advisory committee votes from transcripts 6/19/00 fda employees fda employee 1 partial release

2522 2523 e-mail re: teleconference w ith buc, nancy 6/23/00 fda employees fda employee 2 partial release

2524 2525 e-mail re: labeling recommendations 6/19/00 fda employee fda employee 2 partial release
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2526 e-mail re: conf lict of  interest screening questions 6/19/00 fda employees fda employee 1 partial release

2527 2529 e-mail re: subpart h 6/19/00 fda employees fda employee 3 partial release

2530 e-mail re: more info about europe 6/14/00 fda employee 1 partial release

2531 2534 e-mail re: info for dr. henney w / attach 6/14/00 fda employee fda employee 1 3 partial release
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2535 e-mail re: more info about europe 6/14/00 fda employee 1 partial release

2536 e-mail re: medical abortion in england 6/13/00 fda employee fda employee 1 partial release

2537 e-mail re: list of competing products 6/12/00 fda employee fda employee 1 partial release

2538 e-mail re: use in france 6/9/00 eudra fda employee 1 partial release
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2539 e-mail re: u.s.studies 5/31/00 fda employee fda employee 1 partial release

2540 e-mail re: questions on use in france 6/7/00 eudra fda employee 1 partial release

2541 e-mail re: meeting minutes 4/24/00 4/28/00 fda employee 1 partial release

2542 e-mail re: comments to minutes 4/24/00 4/28/00 fda employees fda employee 1 partial release
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2543 e-mail re: fyi 4/25/00 fda employee fda employee 1 partial release

2544 e-mail re: environmental information 4/28/00 fda employee fda employee 1 partial release

2545 e-mail re: conf irmation of policy 4/25/00 fda employee fda employee 1 partial release

2546 e-mail re: re-inspection of manufacturer 4/14/00 fda employee 1 partial release
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2547 e-mail re: environmental review 8/15/00 fda employees fda employee 1 partial release

2548 e-mail re: due dates for review s 8/15/00 fda employees fda employee 1 partial release

2549 2552 e-mail re: la times article 8/15/00 fda employees fda employee 4 partial release

2553 2554 e-mail re: follow  up to telecon w ith buc, nancy 8/15/00 fda employees fda employee 2 partial release
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2555 2560 e-mail re: environmental assessment categorical exclusion 8/14/00 fda employee fda employee 6 partial release

2561 e-mail re: another ru-486 e-mail 8/14/00 fda employee fda employee 1 partial release

2562 2563 e-mail re: german company to drop unprof itable ru-486 8/11/00 fda employee fda employee 2 partial release

2565 e-mail re: environmental assessment 8/10/00 fda employee fda employee 1 partial release
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2566 e-mail re: deadline 8/10/00 fda employee fda employee 1 partial release

2567 2569 e-mail re: sample sizes w / attach 8/9/00 fda employees fda employee 2 3 partial release 2

2570 e-mail re: more info about europe 8/9/00 fda employees fda employee 1 partial release

2571 e-mail re: medical abortion in england 8/9/00 fda employees fda employee 1 partial release
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2572 e-mail re: more info about europe 8/9/00 fda employees fda employee 1 partial release

2573 e-mail re: update brief ing for the commissioner 8/9/00 fda employees fda employee 1 partial release

2574 e-mail re: exhibit e comments 8/9/00 fda employees fda employee 1 partial release

2575 2576 e-mail re: phase 4 outcomes 8/7/00 fda employees fda employee 2 partial release
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2577 8857 e-mail re: update epidemiologist w / attach 8/2/00 fda employees fda employee 2 2 partial release 2

2578 e-mail re: updating epidemiologist 8/2/00 fda employee 1 partial release

2579 2586 e-mail re: acog requests meeting w ith dr. henney w / attach 8/2/00 fda employees fda employee 2 6 partial release

2587 e-mail re: tradename review 8/1/00 fda employees fda employee 1 partial release
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2588 e-mail re: tradename review 8/1/00 fda employees fda employee 1 partial release

2589 2590 e-mail re: population council draft paper and items 8/1/00 fda employees fda employee 2 2 partial release 2

2591 2592 2121 - 
2122

e-mail re: tradename review  w / attach 8/1/00 fda employees fda employee 2 2 partial release

2593 2595 e-mail re: pre-meeting issues 8/1/00 fda employees fda employee 3 partial release
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2596 e-mail re: pre-meeting issues 8/1/00 fda employee 1 partial release

2597 2599 e-mail re: medscape article 7/31/00 fda employee fda employee 3 partial release

2600 e-mail re: another ru-486 e-mail 7/31/00 fda employee fda employee 1 partial release

2601 e-mail re: bcc of status update 7/31/00 fda employee 1 4 partial release 4
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2602 e-mail re: consult 7/28/00 fda employee fda employee 1 partial release

2603 e-mail re: brief ing for henney 7/27/00 fda employees fda employee 1 partial release

2604 e-mail re: epidemiologist for mifepristone 7/25/00 fda employee 1 partial release

2605 e-mail re: epidemiologist for mifepristone 7/25/00 fda employee 1 partial release
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2606 e-mail re: another ru-486 e-mail 7/18/00 fda employee fda employee 1 partial release

2607 e-mail re: drug listing information 7/18/00 fda employees fda employee 1 partial release

2608 2612 e-mail re: drug listing information w / attach 7/17/00 fda employees fda employee 2 partial release

2609 e-mail re: another ru-486 e-mail 7/17/00 fda employee fda employee 1 partial release
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2610 e-mail re: another ru-486 e-mail 7/14/00 fda employee fda employee 1 partial release

2611 e-mail re: another ru-486 e-mail 7/14/00 fda employee fda employee 1 partial release

2613 e-mail re: revised table 7/13/00 fda employees fda employee 1 partial release

2614 2616 - 
2618

e-mail re: use in france w / attach 7/13/00 fda employee 1 3 partial release
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2615 e-mail re: use in france 7/13/00 eudra fda employee 1 partial release

2619 e-mail re: update on ru-486 7/7/00 fda employee fda employee 1 partial release

2620 e-mail re: need for chemistry update 7/6/00 fda employees fda employee 1 partial release

2622 e-mail re: conf irmation of information 6/21/00 fda employees fda employee 1 partial release
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2623 2624 e-mail re: info from european labeling 6/7/00 fda employees fda employee 2 partial release

2625 2564 e-mail re: literature reporting births w / attach 8/10/00 fda employee fda employee 1 1 partial release

2626 e-mail re:misoprostol and ob-gyn adverse events 10/4/00 fda employee fda employee 1 partial release

2627 e-mail re: availability for oncology indications 10/4/00 fda employees fda employee 1 partial release
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2628 e-mail re: telecon w ith population council 6/8/00 fda employee 1 partial release

2629 e-mail re: typo in memo 9/28/00 fda employees fda employee 1 partial release

2630 e-mail re: intro text press release 9/28/00 fda employees fda employee 1 partial release

2631 e-mail re: w ebsite address 9/28/00 fda employees fda employee 1 partial release
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2632 e-mail re: check on w ebsite intro 9/28/00 fda employee 1 partial release

2633 2635 2635a e-mail re: roll out strategy w/ attach 9/28/00 fda employee fda employee 1 3 partial release

2636 e-mail re: change to label/phase 4 time table 9/25/00 fda employees fda employee 1 partial release

2637 2638 e-mail re: opdra consults on ru-486 9/21/00 fda employee 2 partial release
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2639 2644 6275 - 
6278, 
6358, 
6359

congressional letter w / attach 5/22/96 coats, dan kessler, david 12 partial release

2645 2647 6251-
6253

congressional letter 8/12/96 coburn, tom thompson, 
diane

6 partial release

2648 2654 congressional letter w / attach 10/20/00 hutchinson, tim plaisier, 
melinda

7 partial release

2655 2658 congressional letter 4/21/94 kessler, david w yden, ron 4 release
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2659 2660 congressional letter w / attach 9/18/95 coburn, tom thompson, 
diane

2 partial release

2661 2667 congressional letter w  attach 1/16/98 barton, joe smith-
holston, 
sharon

7 partial release

2668 2674 congressional letter w / attach 11/22/96 clay, w illiam 
et.al.

thompson, 
diane

7 partial release

2675 2677 congressional letter 4/12/00 w oolsey, lynn 
et.al.

plaisier, 
melinda

3 partial release
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2678 2679 congressional letter 2/7/97 barton, joe smith-
holston, 
sharon

2 partial release

2680 2683 congressional letter w / attach 2/26/98 barton, joe smith-
holston, 
sharon

4 partial release

2684 congressional letter 2/23/96 coburn, tom thompson, 
diane

1 partial release

2685 note re: status update 9/14/94 shalala, donna fda employee 1 partial release
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2686 2696 congressional letter w / attach 12/13/96 barton, joe smith-
holston, 
sharon

11 1 partial release

2697 letter re: clinical studies 1/3/92 fda ulmann, 
andre

1 partial release

2698 2699 congressional letter w yden, ron holcombe, 
kay

2 partial release

2700 2701 congressional letter 8/7/92 w yden, ron scheman, 
carol

2 partial release
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2702 2708 memorandum re: summary of hearing w / attach 1/6/92 policy board fda employee 7 partial release

2709 2721 testimony of ruth merkatz, ph.d, r.n. 5/8/92 merkatz, ruth 13 release

2722 2724 letter from roussel-uclaf to w yden, ron w /attach 12/8/92 w yden, ron sakiz, 
edouard

3 partial release

2725 2727 letter re: requirements for drug approval w / attach 12/14/92 sakiz, edouard kessler, david 3 release
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2728 2730 letter re: requirements for compassionate use 1/22/93 ulmann, andre 
et al

fda employee 2 1 partial release

2731 2737 executive orders 1/22/93 clinton, 
w illiam

7 release

2738 2742 memorandum re: ru-486 talk paper w / attach 2/25/93 states fda employee 5 partial release

2743 3583, 
3805

letter re: developing ru-486 in u.s. 3/4/93 sakiz, edouard company 3 partial release
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2744 2747 letters from roussel-uclaf re: ru-486 shalala, donna 
et.al.

roussel-uclaf 4 partial release

2748 2752 press releases re: mifepristone 5/16/94 hhs 5 partial release

2753 2755 3660 letters to fda re: french health care system 5/19/94 fda employee chevit, pascal 4 partial release

2756 2775 congressional letters w / attach 6/16/94 w yden, ron thompson, 
diane

2 18 partial release
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2781 2782 congressional letter 2/8/94 w yden, ron shalala, 
donna

2 partial release

2783 2784 3531-
3532, 
6069-
6070

congressional letter 12/22/93 shalala, donna w yden, ron 6 release

2785 2786 letter re: availability of ru-486 in u.s. w / attach 12/14/92 sakiz, edouard kessler, david 2 release

2787 2789 congressional letter w / attached new spaper article:  Article on David Kessler (title unreadable)  The 
Wall Street Journal.  12 Jan. 1993.  A14.

1/19/93 w yden, ron scheineson, 
marc

1 2 partial release
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2790 2804 congressional letter w / attach 11/14/96 barton, joe smith-
holston, 
sharon

2 13 partial release

2805 2806 conflict of  interest form for azziz, r. fda 2 partial release

2807 2824 travel expenses for advisory committee members 18 partial release

2825 2826 0276-
0277

federal register notice: change of name of advisory committee 6/4/96 fda 4 release



01/28/2002 documents released in full or in part on w eb

Page 176

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

2827 2828 memorandum re: announcement of advisory committee meeting 6/20/96 hfa-306 fda employee 2 partial release

2829 2830 email re: mifepristone 6/13/96 fda employee fda employee 2 partial release

2831 memorandum re: 7/19/96 advisory committee meeting 7/2/96 advisory 
committee

corfman, 
philip

1 partial release

2832 2833 Lew in, T.  U.S. to Advance Use of the Pill.  New  Y ork Times.  1 July 1996.  A1, B6. 7/1/96 2 release
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2834 notice re: documents from advisory committee meeting fda 1 release

2854 2855 pharmacological actions of ru-486 advisory 
committee

cargille, 
charles

2 release

2861 2867 Murphy, AA.  Does RU  Have a Future in Treating Endometriosis and Leiomyomata? 7/12/96 advisory 
committee

murphy, ana 7 release

2878 2881 national w omen's law  center testimony 7/19/96 advisory 
committee

kolker, ann 4 release
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2887 2889 invoice for videoconferencing w / attach 7/31/96 fda employee fdc reports 3 partial release

2890 2905 administrative expenses for advisory committee meeting w / attach 16 partial release

2906 2968 2841-
2853

population council 1994 annual report population 
council

76 release

2984 2994 sign-in sheets 7/19/96 11 partial release
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2995 3136 memoranda re: materials for advisory committee meeting advisory 
committee

fda employee 2 partial release

2996 2997 memorandum re: temporary voting status 7/15/96 fda employee fda employee 2 partial release

2998 3002 talk papers fda 5 release

3003 3086 0089 letter re: slides from advisory committee meeting w / attach 7/26/96 fda employee arnold, 
sandra

2 83 release
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3087 5123 letter re: advisory committee meeting 7/26/96 kessler, david arnold, 
sandra

1 1 release

3088 3100 Family planners aw ait more data as pro-life activists claim abortion causes breast cancer.  
Contraceptive Technology.  July 1994.  15: 85-89.  
Daling JR, Brinton LA, Voigt LF, et al.  1996.  Risk of breast cancer among w hite w omen follow ing 
induced abortion.  Am J Epidemiol.  144(4):  373-80.
(MIF 3093-3100)

13 release

3101 3108 Lindefors-Harris BM, Eklund G, Adami HO, et al.  1991.  Response bias in a case-control study: 
analysis utilizing comparative data concerning legal abortions from tw o independent Sw edish 
studies.  Am J Epidemiol. 134(9): 1003-1008.
Hamm JT, Allegra JC.  New  hormonal approaches to the treatment of breast cancer.  1991.  Crit 
Rev Oncol Hematol. 11(1):29-41.

8 release

3108 3109 Romieu G, Maudelonde T, Ulmann A, et al.  1987.  The antiprogestin RU486 in advanced breast 
cancer: preliminary clinical trial.  Bull Cancer.  74(4):455-61.

2 release
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3110 3126 congressional letter w / attach 9/27/96 barton, joe smith-
holston, 
sharon

5 12 partial release

3127 3135 3137 congressional letter w / attached new spaper articles:  Women Satisfied w ith Abortion Pill.  Chicago 
Sun-Times.  19 July 1998.  Late Sports Final Edition, 35.
Doctor, clinic disagree over abortion pill report.  The Associated Press.  21 September 1995.
Carney T.  Abortion pill test goes aw ry for one patient.  The Des Moines Register.  21 September 
1995.  1M, 5M.
Louviere, Mark.  Group lied w hen it said abortion bill test resulted in no complications.  The 
Waterloo Courrier.  24 September 1995.

6/27/96 barton, joe smith-
holston, 
sharon

5 5 partial release

3138 3140 e-mail re: re-inspection of manufacturer 4/13/00 fda employees fda employee 3 partial release

3141 e-mail re: re-inspection of manufacturer 4/13/00 fda employee fda employee 1 partial release
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3142 e-mail re: re-inspection of manufacturer 4/13/00 fda employees fda employee 1 partial release

3143 e-mail re: re-inspection of manufacturer 4/12/00 fda employees fda employee 1 partial release

3144 3146 e-mail re: re-inspection of manufacturer 4/11/00 fda employee fda employee 3 partial release

3147 3148a e-mail re: re-inspection of manufacturer 4/5/00 fda employee fda employee 2 partial release
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3149 e-mail re: nancy buc represents population council 4/5/00 fda employees fda employee 1 partial release

3150 e-mail re: inspection of manufacturer 3/13/00 fda employees fda employee 1 partial release

3151 e-mail re: response to appropriations questions 3/6/00 fda employee fda employee 1 partial release

3152 e-mail re: mifepristone 2/17/00 fda employees fda employee 1 partial release
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3153 3154 e-mail re: tertiary chemistry review 2/16/00 fda employees fda employee 2 partial release

3155 e-mail re: inspection request 2/16/00 fda employees fda employee 1 partial release

3156 e-mail re: inspection of company 2/14/00 fda employees fda employee 1 partial release

3157 e-mail re: aw aiting f inal dsi report 2/14/00 fda employee fda employee 1 partial release
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3158 e-mail re: pai re-inspection 2/14/00 fda employees fda employee 1 partial release

3159 3160 e-mail re: inspection report 2/11/00 fda employees fda employee 2 partial release

3161 e-mail re: follow -up to inspection report 2/11/00 fda employee fda employee 1 partial release

3162 3163 e-mail re: dissolution 2/10/00 fda employees fda employee 2 partial release



01/28/2002 documents released in full or in part on w eb

Page 186

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

3164 e-mail re: def iciencies listed 2/10/00 fda employee fda employee 1 partial release

3165 e-mail re: compliance review 2/8/00 fda employee fda employee 1 partial release

3166 e-mail re: compliance review 2/8/00 fda employee fda employee 1 partial release

3167 e-mail re: update on dsi inspections 2/7/00 fda employees fda employee 1 partial release
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3168 3169 e-mail re: compliance review 2/7/00 fda employee fda employee 2 partial release

3170 e-mail re: re-inspection of manufacturer 2/3/00 fda employees fda employee 1 partial release

3171 e-mail re: compliance review 1/28/00 fda employees fda employee 1 partial release

3172 e-mail re: compliance review 1/27/00 fda employees fda employee 1 partial release
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3173 e-mail re: compliance review 1/27/00 fda employees fda employee 1 partial release

3174 e-mail re: compliance review 1/24/00 fda employees fda employee 1 partial release

3175 e-mail re: blank page 1 release

3176 e-mail re: nda 20-687 1/12/00 fda employee fda employee 1 partial release
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3177 e-mail re: status of ei 1/12/00 fda employee 1 partial release

3178 e-mail re: consults on product name 1/11/00 fda employee fda employee 1 partial release

3179 e-mail re: status update f inal summaries 1/11/00 fda employee fda employee 1 partial release

3180 e-mail re: status of inspection 1/10/00 fda employee fda employee 1 partial release
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3181 e-mail re: status of inspection 1/7/00 fda employee fda employee 1 partial release

3182 e-mail re: advisory committee input on u.s. study 1/6/00 fda employees fda employee 1 partial release

3183 e-mail re: advisory committee input on u.s. study 1/6/00 fda employees fda employee 1 partial release

3184 e-mail re: advisory committee input on u.s. study 1/6/00 fda employee 1 partial release
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3185 e-mail re: advisory committee input on u.s. study 1/4/00 fda employees fda employee 1 partial release

3186 e-mail re: status of inspection 12/3/99 fda employee fda employee 1 partial release

3187 e-mail re: status of inspection 12/3/99 fda employees fda employee 1 partial release

3188 3190 e-mail re: meeting agenda for friday w/ attach 11/30/99 fda employee fda employee 1 2 partial release
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3191 e-mail re: follow up on subpart h 10/5/99 fda employees fda employee 1 partial release

3192 3193 e-mail re: agenda for meeting w / attach 11/30/99 fda employee fda employee 2 partial release

3194 e-mail re: proprietary name consult 11/24/99 fda employee fda employee 1 partial release

3195 e-mail re: comments on cover letter 11/3/99 fda employees fda employee 1 partial release
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3196 e-mail re: submit cover letter for publication 11/1/99 fda employee fda employee 1 partial release

3197 e-mail re: information to advisory committee 10/27/99 fda employee fda employee 1 partial release

3198 e-mail re: transcripts for 1996 advisory committee 10/25/99 petitti, diana fda employee 1 partial release

3199 2621 e-mail re: draft agenda for meeting w / attach 10/8/99 fda employees fda employee 1 1 partial release
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3200 e-mail re: meeting re: redaction of names 9/23/99 fda employees fda employee 1 partial release

3201 3202 e-mail re: funding bill in congress 6/24/99 fda employees fda employee 2 partial release

3203 e-mail re: single patient use in oncology indications 6/8/99 fda employee fda employee 1 partial release

3204 e-mail re: fyi 5/18/99 fda employee 1 partial release
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3205 3205a e-mail re: manufacturing inspection 5/17/99 fda employee 2 partial release

3206 e-mail re: establishment address 5/13/99 fda employee 1 partial release

3207 e-mail re: establishment address 5/12/99 fda employee 1 partial release

3208 e-mail re: contract manufacturer information 5/12/99 fda employee fda employee 1 partial release
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3209 e-mail re: approved manufacturer 5/10/99 fda employee 1 partial release

3210 e-mail re: nda number 5/10/99 fda employee fda employee 1 partial release

3211 e-mail re: discussion 5/10/99 fda employees fda employee 1 partial release

3212 2061 e-mail re: information needed 5/10/99 fda employees fda employee 2 partial release
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3213 3215 e-mail re: pre-meeting w / attach 4/9/99 fda employee fda employee 1 1 partial release

3214 e-mail re: inspection schedule 4/9/99 fda employee fda employee 1 partial release

3216 e-mail re: information request letter 1/25/99 fda employee fda employee 1 partial release

3217 e-mail re: information request letter 1/25/99 fda employee 1 partial release
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3218 e-mail re: information request letter 1/25/99 fda employee fda employee 1 partial release

3219 3220 e-mail re: consult request 8/13/98 fda employees fda employee 2 partial release

3221 e-mail re: consult request 8/13/98 fda employees fda employee 1 partial release

3222 e-mail re: mifepristone/misoprostol 3/11/98 fda employee fda employee 1 partial release



01/28/2002 documents released in full or in part on w eb

Page 199

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

3223 e-mail re: status update 8/28/97 fda employee fda employee 1 partial release

3224 e-mail re: meeting minutes draft copy 8/26/97 fda employee fda employee 1 partial release

3225 e-mail re: prepare f inal clearance document 8/11/97 fda employee fda employee 1 partial release

3226 e-mail re: meeting minutes 8/6/97 fda employee fda employee 1 partial release
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3227 e-mail re: meeting minutes 8/6/97 fda employee fda employee 1 partial release

3228 3230 e-mail re: population council call w / attach 8/4/97 fda employee fda employee 1 2 partial release

3231 e-mail re: draft document 8/1/97 fda employee fda employee 1 partial release

3232 e-mail re: meeting minutes 8/1/97 fda employee fda employee 1 partial release



01/28/2002 documents released in full or in part on w eb

Page 201

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

3233 e-mail re: meeting minutes 7/23/97 fda employee fda employee 1 partial release

3234 e-mail re: meeting minutes 7/23/97 fda employee fda employee 1 partial release

3235 e-mail re: meeting minutes 7/23/97 fda employee fda employee 1 partial release

3236 3237 e-mail re: meeting minutes 7/21/97 fda employee fda employee 2 partial release



01/28/2002 documents released in full or in part on w eb

Page 202

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

3238 e-mail re: meeting minutes 7/21/97 fda employee 1 partial release

3239 e-mail re: meeting minutes 7/7/97 fda employee fda employee 1 partial release

3240 e-mail re: meeting minutes 6/19/97 fda employee fda employee 1 partial release

3241 e-mail re: safety data review ed 9/17/96 fda employee fda employee 1 1 partial release 1
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3242 4668 e-mail re: audit of studies 8/14/96 fda employee fda employee 2 partial release

3243 e-mail re: comment to advisory committee announcement 7/16/96 fda employee fda employee 1 partial release

3244 e-mail re: info on july meeting 6/13/96 fda employee fda employee 1 partial release

3245 e-mail re: advisory committee meeting scheduled 6/13/96 fda employee fda employee 1 1 partial release 1
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3246 e-mail re: draft reply to barton 6/12/96 fda employee fda employee 1 partial release

3247 3250 e-mail re: document search request 4/22/96 fda 4 partial release

3251 e-mail re: advisory committee meeting scheduled 4/5/96 fda employees fda employee 1 partial release

3252 3260 e-mail re: environmental assessment w / attach 4/4/96 fda employee fda employee 1 1 partial release
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3253 3254 e-mail re: submission of nda 3/6/96 fda employees fda employee 2 partial release

3255 e-mail re: population council nda submission 2/28/96 fda employee fda employee 1 partial release

3256 3258 e-mail re: import alert w / attach 4/17/90 fda employees fda employee 2 1 partial release

3259 e-mail re: import alert 9/26/88 fda employees fda employee 1 partial release
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3261 draft labeling w / attach 9/21/00 nda 20-687 23 25 partial release 47

3262 pediatric page 9/28/00 nda 20-687 FDA 
employee

1 partial release

3264 3269 addendum to medical off icer review 9/15/00 nda 20-867 FDA 
employee

6 partial release

3270 summary # 2, chemistry review 9/11/00 nda 20-867 FDA 
employee

1 partial release
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3271 3274 3279 safety update, ongoing pregnancies and complications 11/30/99 nda 20-867 population 
council

5 partial release

3275 3278 safety update, ongoing pregnancies (exelgyn) 5/31/00 nda 20-867 population 
council

4 release

3280 opdra consultation response w / attach 9/22/00 nda 20-867 FDA 
employee

1 4 partial release 4

3281 3282 opdra consultation response 8/1/00 nda 20-687 2 partial release
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3283 addendum to chemistry review 2/15/00 nda 20-867 FDA 
employee

1 partial release

3284 3285 summary of chemistry review 2/14/00 nda 20-867 FDA 
employee

2 partial release

3286 3287 pharmacology label review 2/7/00 nda 20-867 FDA 
employee

2 partial release

3288 opdra proprietary name review 1/11/00 nda 20-867 FDA 
employee

1 6 partial release 6
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3289 3289y french license and label 11/6/98 nda 20-687 26 partial release

3290 3291c french patient information nda 20-687 5 release

3293 3293ff u.k. license and label 9/9/97 nda 20-687 33 partial release

3294 3296 swedish label 6/27/91 nda 20-687 3 partial release
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3296a 3296b cover sheets for patient information leaf let and patient info for france 2 release

3297 3297f sw iss patient information nda 20-687 7 release

3298 3308 european patient information nda 20-687 11 release

3309 3320 european summary of product characteristics 7/6/99 nda 20-687 12 release
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3321 3325 3292 box labeling for france and u.k. nda 20-687 6 release

3326 debarment certif ication statement 8/15/96 nda 20-867 robbins, ann 1 release

3327 3328 pediatric studies page 8/12/96 nda 20-867 FDA 
employee

2 partial release

3329 3420 u.s. patents 4,301,146, 4,386,085, 4,447,424, and 4,626,531 10/3/95 nda 20-867 bardin, c. 
w ayne

92 release
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3421 request for logistic regression analysis FDA 
employee

1 partial release

3422 e-mail re: inspection schedule 4/12/99 fda employee fda employee 1 partial release

3423 e-mail re: inspection schedule 4/12/99 fda employee fda employee 1 partial release

3424 e-mail re: inspection schedule 4/12/99 fda employee fda employee 1 partial release
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3425 e-mail re: inspection schedule 4/12/99 fda employee fda employee 1 partial release

3426 e-mail re: request for records 10/11/00 fda employee fda employee 1 partial release

3427 3428 e-mail re: foi request for records 10/5/00 subscribers fda employee 2 partial release

3429 e-mail re: inspection records/dmf's 10/2/00 fda employee fda employee 1 partial release
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3430 e-mail re: need inspection reports for firms 9/29/00 fda employee fda employee 1 partial release

3431 e-mail re: inspection records 9/27/00 fda employee fda employee 1 partial release

3432 e-mail re: information request 9/26/00 fda employee fda employee 1 partial release

3433 3434 e-mail re: shanghai hualian 5/24/00 fda employees fda employee 2 partial release
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3435 3436 e-mail re: shanghai hualian 5/24/00 fda employee 2 partial release

3437 e-mail re: re-inspection of plant 4/13/00 fda employee fda employee 1 partial release

3438 e-mail re: re-inspection of plant 4/12/00 fda employee fda employee 1 partial release

3439 e-mail re: re-inspection of plant 4/12/00 fda employee fda employee 1 partial release
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3440 e-mail re: package w ith additional information 4/12/00 fda employee fda employee 1 partial release

3441 e-mail re: mail address 4/12/00 fda employee fda employee 1 partial release

3442 e-mail re: thanks 4/12/00 fda employee fda employee 1 partial release

3443 e-mail re: lists address 4/12/00 fda employee fda employee 1 partial release
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3444 e-mail re: re-inspection of plant 4/11/00 fda employee 1 partial release

3445 e-mail re: re-inspection of plant 4/5/00 fda employee 1 partial release

3446 e-mail re: request for inspection 3/13/00 fda employee fda employee 1 partial release

3447 e-mail re: details for inspection 3/13/00 fda employee fda employee 1 partial release
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3448 e-mail re: inspection schedule 4/9/99 fda employee 1 partial release

3449 e-mail re: request for documentation 6/29/00 fda employee fda employee 1 partial release

3450 e-mail re: information request 9/25/00 fda employee fda employee 1 partial release

3451 e-mail re: re-inspection of manufacturer 5/24/00 fda employee fda employee 1 partial release
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3452 e-mail re: meeting minutes 5/17/00 fda employee 1 partial release

3453 2069 e-mail re: environmental information 4/28/00 fda employee fda employee 2 partial release

3454 e-mail re: environmental information 4/28/00 fda employee 1 partial release

3455 3456 e-mail re: inspection of company 2/14/00 fda employees fda employee 2 partial release
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3457 e-mail re: inspection of company 2/14/00 fda employees fda employee 1 partial release

3458 e-mail re: inspection of company 2/14/00 fda employees fda employee 1 partial release

3459 3460 e-mail re: inspection of company 2/11/00 fda employees fda employee 2 partial release

3461 e-mail re: inspection of company 2/11/00 fda employee fda employee 1 partial release
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3462 e-mail re: inspection of company 2/8/00 fda employee fda employee 1 partial release

3463 e-mail re: inspection of company 2/3/00 fda employee fda employee 1 partial release

3464 e-mail re: inspection of company 2/3/00 fda employees fda employee 1 partial release

3465 e-mail re: inspection of company 2/2/00 fda employees fda employee 1 partial release
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3466 e-mail re: inspection of company 2/2/00 fda employee fda employee 1 partial release

3467 e-mail re: inspection of company 1/27/00 fda employee fda employee 1 partial release

3468 e-mail re: response to 483 1/26/00 fda employee fda employee 1 partial release

3469 3470 e-mail re: meeting alert w / attach 7/16/96 fda fda employee 1 1 partial release
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3471 e-mail re: ru-486 5/18/99 fda employee fda employee 1 partial release

3472 e-mail re: ees information 5/10/99 fda employee 1 partial release

3473 3476 congressional letter 4/11/96 shalala, donna coats, dan 4 partial release

3477 3479 congressional letter 11/10/95 kessler, david coburn, tom 3 partial release
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3480 3484 list of documents 1/2/96 5 partial release

3485 3488 congressional letter 4/11/96 kessler, david coats, dan 4 partial release

3489 3504 memorandum re: pre-meeting w / attach 4/12/94 shalala, donna fda employee 2 42 partial release 29

3505 3507 list of documents for foi request re: foi 93-47009 w / attach 3 1 partial release 1
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3508 3510 letter re: training protocol w / attach 5/5/93 fda employee roussel-uclaf 2 25 partial release 24

3511 3517 foi request w / attach 12/2/93 hf i-35 bopp, james 5 2 partial release

3518 3519 constituent letter 3/24/93 constituent fda employee 2 partial release

3520 constituent letter 1/23/93 clinton, w illiam 
et.al.

constituent 1 partial release
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3521 constituent letter 5/11/93 constituent fda employee 1 partial release

3522 3523 constituent letter 1/19/93 clinton, w illiam constituent 2 partial release

3524 3525 constituent letter 12/3/93 constituent fda employee 2 partial release

3526 constituent letter 9/27/93 clinton, w illiam constituent 1 partial release
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3527 constituent letter 9/27/93 shalala, donna constituent 1 partial release

3528 constituent letter 12/9/93 w yden, ron constituent 1 partial release

3529 constituent letter 10/6/93 constituent ulmann, 
andre

1 partial release

3530 constituent letter 10/6/93 ulmann, andre constituent 1 partial release
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3533 congressional letter 8/3/93 kessler, david w yden, ron 1 partial release

3534 3536 constituent letter 8/19/93 constituent fda employee 3 partial release

3537 3539 5863-
5867

congressional letter w /attach 12/5/90 sullivan, louis w yden, ron 8 release

3540 3541 congressional letter 12/5/91 w yden, ron scheman, 
carol

2 release
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3544 3546 congressional letter 12/10/92 kessler, david w yden, ron 3 release

3547 letter re: alternative to roussel product 5/12/93 shalala, donna costikyan, 
edw ard

1 release

3548 letter re: availability of mifepristone 5/11/93 lader, law rencefda employee 1 partial release

3549 3550 letter re: ru-486 availability 3/31/93 shalala, donna lader, 
law rence

2 release



01/28/2002 documents released in full or in part on w eb

Page 230

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

3551 3558 letter re: availability of ru-486 w / attach 2/25/93 shalala, donna costikyan, 
edw ard

2 6 partial release

3559 3560 5187-
5188

letter re: ru-486 availability 5/7/93 costikyan, 
edw ard

shalala, 
donna

4 release

3561 3562 5189-
5190

letter re: cytotec 3/12/93 shalala, donna costikyan, 
edw ard

4 release

3563 letter re: fda interest in ru-486 2/3/93 hilger, 
w olfgang

kessler, david 1 release
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3564 letter re: meeting w / roussel 4/15/93 kessler, david hilger, 
w olfgang

1 release

3565 7960 letter re: present situation in u.s. 3/23/93 shalala, donna hilger, 
w olfgang

2 release

3566 3568 letter re: community board resolution w / attach 2/16/93 jones, billy sepersky, lou 
et.al.

1 2 release

3569 3570 letter re: availability of ru-486 1/22/93 shalala, donna dinkins, david 2 release
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3571 3572 letter re: availability of ru-486 5/7/93 dinkins, david shalala, 
donna

2 release

3573 3810 letter re: advocacy of abortion 5/20/93 kessler, david constituent 2 partial release

3574 3575 constituent letter 7/23/93 constituent fda employee 2 partial release

3576 letter re: meeting w / roussel uclaf 1/22/93 sakiz, edouard kessler, david 1 release
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3578 3670 letter re: requirements for fda approval 12/14/92 sakiz, edouard kessler, david 2 release

3579 3580 letter re: requirements for compassionate use 1/22/93 ulmann, andre 
et.al.

fda employee 2 partial release

3581 memorandum of telecon 1/25/93 fda employee ulmann, 
andre

1 partial release

3582 letter re: availability of mifepristone 3/18/93 shalala, donna sakiz, 
edouard

1 partial release
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3584 letter re: effective contraceptives 5/15/92 kessler, david todd, james 1 release

3585 3586 fax re: use in england 7/31/92 fda employee forey, roy 2 partial release

3587 memorandum re: importation of ru-486 1/22/93 shalala, donna clinton, 
w illiam

1 release

3588 letter re: distribution plan 4/22/94 boynton, 
james et.al.

fda employee 1 partial release
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3589 note re: status update 9/14/94 shalala, donna fda employee 1 partial release

3590 3614 memorandum re: update 10/25/94 fda employee fda employee 25 partial release

3615 3617 memorandum re: clinical update hhs employee hhs employee 3 partial release

3618 3631 memorandum re: update 10/25/94 shalala, donna kessler, david 14 partial release
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3632 fact sheets w / attach 8/14/95 phs et.al. hhs 1 6 partial release 6

3633 3691 letter re: access to information 9/14/94 ulmann, andre fda employee 2 partial release

3634 letter re: request for brief ing 8/6/93 fda employee shine, 
kenneth

1 partial release

3635 3643 letter re: solution to abortion w / attached journal article:  Grimes D, Cook R.  1992.  Mifepristone 
(RU 486) – An Abortifacient to Prevent Abortion?  N Engl J Med.  327:  1088-1090.      Glasier A, 
Thong KJ, Dew ar M, et al.  1992.  Mifepristone (RU 486) compared w ith high dose estrogen and 
progestogen for emergency postcoital contraception. N Engl J Med.  327:  1041-1044.

10/14/92 kemp, jack servaas, cory 3 6 partial release
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3644 memorandum re: iom report 9/13/93 iom cassells, joe 1 release

3645 memorandum re: congressional letter 11/30/95 fda employee fda employee 1 partial release

3646 3647 letter re: patent rights for ru-486 5/18/94 catley-carlson, 
margaret

romney, 
seymour

2 release

3648 note re: meeting 4/19/94 kessler, david hyman, lester 1 partial release
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3649 letter re: ru-486 in u.s. 5/19/94 shalala, donna smeal, 
eleanor

1 release

3650 note re: 5/16/94 announcement 5/20/94 kessler, david hyman, lester 1 release

3651 letter re: ru-486 in u.s. 5/20/94 fda employee smeal, 
eleanor

1 partial release

3652 letter re: u.s. availability of ru-486 6/9/94 sakiz, edouard fda employee 1 partial release
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3653 letter re: ru-486 in u.s. 5/25/94 kessler, david sakiz, 
edouard

1 partial release

3654 letter re: ru-486 in u.s. 5/19/94 shalala, donna smeal, 
eleanor

1 release

3655 3656 letter re: request for information 6/13/94 brow n, judy fda employee 2 partial release

3657 3659 letter re: ru-486 concerns 6/3/94 kessler, david brow n, judy 3 release
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3661 3662 letter re: use in france 5/19/94 kessler, david chevit, pascal 2 partial release

3663 letter re: 5/16/94 announcement 5/30/94 shalala, donna sakiz, 
edouard

1 release

3664 3668 memorandum re: ru-486 brief ing w / attach 8/13/92 shalala, donna hhs employee 5 3 partial release 3

3669 congressional letter 7/22/92 kessler, david w yden, ron 1 release
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3671 letter re: mifepristone in u.s. 12/17/92 kessler, david sakiz, 
edouard

1 release

3672 3674 memorandum re: importation of ru-486 w / attach 2/5/93 kessler, david fda employee 1 2 partial release

3675 3676 note re: potential investigators w / attach 3/30/93 fda employee fda employee 1 17 partial release 16

3677 3679 issue management information papers 3 partial release
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3680 3689 import alert w / attach 4/17/90 2 8 partial release 20

3690 letter re: distribution plan 4/22/94 boynton, 
james et.al.

fda employee 1 10 partial release 10

3693 3715 letter re: request for article w / attach 6/9/92 kessler, david susser, 
mervyn

1 22 release

3716 3717 letter re: importation 7/15/92 kessler, david brow n, judy 2 release
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3718 3727 memorandum re: abc new s report  and attached: Correction regarding an article on May 5, 1991 
about the French abortion drug RU 486.  The New  York Times.  19 May 1991

10/8/92 interested 
parties

johnson, 
douglas

10 partial release

3728 3730 letter re: w yden new  claims w / attach 10/8/92 interested 
parties

johnson, 
douglas

1 2 partial release

3731 letter re: research and testing 11/4/92 kessler, david taylor, joan 1 release

3732 letter re: research paper 11/6/92 kessler, david stone, alan 1 partial release
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3733 letter re: drug approval process 1/21/93 stone, alan kessler, david 1 partial release

3734 3735 letter re: petitions w / attach 12/8/92 kessler, david blumfield, 
hanita

1 18 partial release 17

3736 letter re: ru-486 12/18/92 fda employee demello, 
ronald

1 partial release

3737 letter re: ru-486 2/2/93 demello, ronald scheman, 
carol

1 release
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3738 3746 letter re: importation of ru-486 w / attach (san francisco chronical article is one of the attachments)  
FDA Clearing Way for French Abortion Pill. The San Francisco Chronicle.  17 Dec. 1992.  Final 
Edition.  A9.

12/29/92 kessler, david mayer, 
frederick

1 8 partial release

3747 3782 letter re: ind submission ( articles  attached:  Brain Cancer Patient Gets Approval to Use RU-486.  
The Washington Post.  30 July 1992.  A2)
Marketing of Abortion Pill in U.S. is Sought.  The Washington Post.  17 December 1992.  A12.
FDA Opens Door for RU 486.  The Washington Times.  17 December 1992.  A4.
Grunberg SM, Weiss MH, Spitz IM, et al.  1991.  Treatment of unresectable meningiomas w ith the 
antiprogesterone agent mifepristone.  J Neurosurg.  74(6):861-6. 
Leksell L. Stereotactic radiosurgery.  1983.  J Neurol Neurosurg Psychiatry.  46(9):797-803.

1/13/93 kessler, david 
et.al.

doctor 36 partial release

3783 letter re: petitions 1/13/93 kessler, david blumfield, 
hanita

1 release

3784 5161 letter to editor 1/22/93 san francisco 
chronicle

scheman, 
carol

2 release
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3785 3788 letter re: access to ru-486 1/27/93 kessler, david doctor 4 partial release

3789 3799 letter re: ind submission (new spaper and medical journal articles are attached)  Brain Cancer 
Patient Gets Approval to Use RU-486.  The Washington Post.  30 July 1992.  A2
Grunberg SM, Weiss MH, Spitz IM et al.  1991..  Treatment of unresectable meningiomas w ith the 
antiprogesterone agent mifepristone. J Neurosurg.  74(6):861-6.

2/19/93 kessler, david 
et.al.

constituent 33 partial release 22

3800 letter re: senate bill s222 2/11/93 shalala, donna belton, 
sharon

1 release

3801 3803 letter re: community board resolution w / attach 2/16/93 jones, billy sepersky, lou 
et.al.

1 2 release
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3804 letter re: develop and commercialize ru-486 3/3/93 shalala, donna contractor 1 partial release

3806 3807 letter re: support for ru-486 4/20/93 kessler, david constituent 2 partial release

3808 letter re: medical uses for ru-486 4/21/93 kessler, david stone, daniel 1 partial release

3809 letter re: availability of mifepristone 5/28/93 stone, daniel fda employee 1 partial release
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3811 3813 letter re: opposition to abortion pill 6/23/93 lehman, w endi fda employee 2 partial release

3812 letter re: opposition to abortion pill 4/1/93 kessler, david lehman, 
w endi

1 release

3814 3815 letter re: request for status report on personal importation 5/24/93 kessler, david kornreich, 
edw ard

2 release

3816 3817 letter re: request for status report on personal importation 6/30/93 kornreich, 
edw ard

fda employee 2 partial release
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3818 letter re: invitation to brief ing 8/6/93 fda employee shine, 
kenneth

1 partial release

3819 letter re: invitation to brief ing 8/6/93 kessler, david shine, 
kenneth

1 release

3820 letter re: resolution concerning ru-486 8/2/93 kessler, david ray, kevin 1 release

3821 letter re: interview 8/11/93 fda employee snedeker, 
cheryl et.al.

1 partial release
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3822 letter re: iom report 9/14/93 kessler, david donaldson, 
molla

1 release

3823 letter re: ru-486 in u.s. 9/15/93 kessler, david moritz, jay 
et.al.

1 release

3824 letter re: ru-486 in u.s. 11/9/93 fda employee moritz, jay 
et.al.

1 partial release

3825 3826 letter re: ru-486 in u.s. 1/21/94 moritz, jay 
et.al.

fda employee 2 partial release
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3827 3828 letter re: market ru-486 in u.s. 9/11/93 fda employee contractor 2 partial release

3829 letter re: marketing ru-486 10/12/93 contractor fda employee 1 partial release

3830 3844 letter re: manuscript w / attach 12/3/93 fda employee baulieu, 
etienne

1 14 partial release

3845 3846 letter re: importation of ru-486 1/11/94 fda employee f leder, john 2 partial release
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3847 3849 letter re: ru-486 concerns 6/3/94 kessler, david brow n, judy 3 release

3850 3851 letter re: request for information 6/13/94 brow n, judy fda employee 2 partial release

3852 3858 proposed study 6/10/94 kessler, david 
et.al.

greenhalgh, 
edw ard

7 release

3859 letter re: proposed study 7/11/94 greenhalgh, 
edw ard

fda employee 1 partial release



01/28/2002 documents released in full or in part on w eb

Page 253

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

3860 letter re: compassionate use 5/21/94 clinton, w illiam constituent 1 partial release

3861 letter re: ru-486 in u.s. 3/16/95 kessler, david constituent 1 partial release

3862 letter re: ru-486 in u.s. 4/6/95 constitutent fda employee 1 partial release

3863 letter re: general use of ru-486 4/11/95 fda employee constituent 1 partial release
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3864 3868 letter re: distribution restrictions w / attach 7/24/00 henney, jane hale, ralph 1 4 release

3869 3870 letter re: acog analysis 8/7/00 hale, ralph fda employee 2 partial release

3871 letter re: distribution restrictions 7/24/00 henney, jane hale, ralph 
et.al.

1 release

3872 3874 letter re: response to acog and ama letters 8/11/00 hale, ralph 
et.al.

henney, jane 3 partial release
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3875 letter re: petitions for approval 9/11/00 henney, jane smeal, 
eleanor

1 release

3876 3880 letter re: public education campaign w / attach 9/11/00 henney, jane smeal, 
eleanor

2 3 release

3881 3883 letter re: distribution restrictions 9/22/00 henney, jane murphy, 
laura et.al.

3 release

3884 3889 letter re: distribution restrictions w / attach 10/4/00 murphy, laura 
et.al.

henney, jane 2 4 partial release
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3890 letter re: distribution restrictions 9/25/00 henney, jane copeland, 
lanny

1 release

3891 3892 letter re: distribution restrictions 10/12/00 copeland, 
lanny

henney, jane 2 partial release

3893 3929 1288-
1302

letter re: new  york hearing w / attach 9/22/00 henney, jane green, mark 52 release

3930 3934 letter re: public hearing report w / attach 10/4/00 green, mark henney, jane 2 3 partial release
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3935 fda w eekly information update: excerpt 10/20/00 1 partial release

3936 fda w eekly information update: excerpt 9/29/00 1 partial release

3937 fda w eekly information update: excerpt 9/22/00 1 partial release

3938 fda w eekly information update: excerpt 7/21/00 1 partial release
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3939 fda w eekly information update: excerpt 6/30/00 1 partial release

3940 fda w eekly information update: excerpt 5/5/00 1 partial release

3941 fda w eekly information update: excerpt 3/10/00 1 partial release

3942 3943 fda w eekly information update: excerpt 2/25/00 2 partial release
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3944 fda w eekly information update: excerpt 9/27/96 kessler, david 
et.al.

1 partial release

3945 fda w eekly information update: excerpt 9/20/96 kessler, david 
et.al.

1 partial release

3946 3948 fda w eekly information update: excerpt 8/30/96 kessler, david 
et.al.

2 1 partial release

3949 fda w eekly information update: excerpt 7/26/96 kessler, david 
et.al.

1 partial release



01/28/2002 documents released in full or in part on w eb

Page 260

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

3950 3951 fda w eekly information update: excerpt 7/19/96 kessler, david 
et.al.

2 partial release

3952 3953 fda w eekly information update: excerpt 7/12/96 kessler, david 
et.al.

2 partial release

3954 3956 fda w eekly information update: excerpt 4/5/96 kessler, david 
et.al.

2 partial release

3955 4006 fda w eekly information update: excerpt 3/24/95 kessler, david 
et.al.

2 partial release
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3957 fda w eekly information update: excerpt 3/3/95 kessler, david 
et.al.

1 partial release

3958 fda w eekly information update: excerpt 5/20/94 kessler, david 
et.al.

1 partial release

3959 fda w eekly information update: excerpt 3/18/94 kessler, david 
et.al.

1 partial release

3960 fda w eekly information update: excerpt 2/18/94 kessler, david 
et.al.

1 partial release
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3961 3962 fda w eekly information update: excerpt 11/19/93 kessler, david 
et.al.

2 partial release

3963 fda w eekly information update: excerpt 9/10/93 kessler, david 
et.al.

1 partial release

3964 3967 fda w eekly information update: excerpt 5/21/93 kessler, david 
et.al.

2 2 partial release

3968 3969 fda w eekly information update: excerpt 2/26/93 kessler, david 
et.al.

2 1 partial release 1
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3970 3971 fda w eekly information update: excerpt 2/12/93 kessler, david 
et.al.

2 partial release

3972 3973 fda w eekly information update: excerpt 11/20/92 kessler, david 
et.al.

1 1 partial release

3974 fda w eekly information update: excerpt 9/11/92 kessler, david 
et.al.

1 partial release

3975 3976 fda w eekly information update: excerpt 7/31/92 kessler, david 
et.al.

2 2 partial release 2
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3977 3978 fda w eekly information update: excerpt 7/17/92 kessler, david 
et.al.

2 partial release

3979 3980 fda w eekly information update: excerpt 7/2/92 kessler, david 
et.al.

2 partial release

3981 fda w eekly information update: excerpt 3/13/92 kessler, david 
et.al.

1 partial release

3982 selected issues and activities report: excerpt 10/20/00 shalala, donna 1 partial release
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3983 selected issues and activities report: excerpt 9/29/00 shalala, donna 1 partial release

3984 selected issues and activities report: excerpt 9/22/00 shalala, donna fda employee 1 partial release

3985 selected issues and activities report: excerpt 2/18/00 shalala, donna 1 partial release

3986 selected issues and activities report: excerpt 9/20/96 shalala, donna 1 partial release
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3987 3988 selected issues and activities report: excerpt 4/8/96 shalala, donna fda employee 2 partial release

3989 3990 selected issues and activities report: excerpt 7/12/96 shalala, donna 2 partial release

3991 3992 selected issues and activities report: excerpt 6/28/96 shalala, donna fda employee 2 partial release

3993 3994 selected issues and activities report: excerpt 5/4/94 hhs employee 2 partial release
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3995 3996 selected issues and activities report: excerpt 9/16/92 hhs employee kessler, david 2 partial release

3997 w eekly report: excerpt 10/23/00 1 partial release

3998 w eekly report: excerpt 7/23/00 1 partial release

3999 w eekly report: excerpt 3/12/00 1 partial release
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4000 w eekly report: excerpt 10/11/96 1 partial release

4001 w eekly report: excerpt 8/16/96 1 partial release

4002 w eekly report: excerpt 8/9/96 1 partial release

4003 w eekly report: excerpt 3/31/95 1 partial release
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4004 w eekly report: excerpt 5/22/94 1 partial release

4005 w eekly report: excerpt 5/27/94 1 partial release

4007 4008 meeting executive summary 7/14/00 fda employee 2 partial release

4009 4012 meeting executive summary w / attach 8/11/00 fda employee 1 3 partial release
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4013 e-mail re: meeting w / attach 8/10/00 fda employee fda employee 1 4 partial release 4

4014 e-mail re: correspondence on mifepristone 10/16/00 fda employees fda employee 1 partial release

4015 4016 e-mail re: answ ering phone calls 9/27/00 executive 
secretariat

henney, jane 2 partial release

4017 4018 e-mail re: thank you letter 9/29/00 fda employee executive 
secretariat

2 partial release
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4019 4023 e-mail re: draft legislation w / attach 10/6/00 fda employee executive 
secretariat

2 3 partial release

4024 4026 4040 compliance printout of inspection w /audit 11/12/96 fda employee 4 partial release

4027 4039 eir inspection report 7/1/96 fda employee 13 1 partial release

4041 4100 4119 - 
4120

protocol ffr/91/486/4 w /attach 5/1/91 60 partial release 58
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4106 4107 amendment to protocol ffr 91/486/14 10/1/91 2 partial release

4108 4110 letter re: protection of human subjects 10/2/92 aubeny, 
elisabeth

irb 3 partial release

4111 4116 documents re: investigators 6 partial release

4117 4118 4123 letter re: auditing mifepristone trial w /attach 11/18/92 vangeem roussel-uclaf 1 2 partial release
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4124 4125 adverse event tables 6/20/96 2 partial release

4126 4131 compliance endorsements 11/12/96 fda employee 2 partial release

4127 4128 compliance printout inspection assignment 6/1/96 fda employee 2 partial release

4129 4130 4132-
4133

letters re: inspection of investigator 1/22/97 aubeny, 
elisabeth

fda employee 4 partial release
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4134 inspectional observation form 483 6/28/96 aubeny, 
elisabeth

fda employee 1 partial release

4135 4145 eir inspection report - summary of f indings aubeny, 
elisabeth

fda employee 11 partial release

4146 cib action form 1 partial release

4147 comis printout of investigator data 1 partial release
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4148 4105 information for patients 2 partial release

4149 4151 clinical study summary for protocol f f /92/486/24 3 release

4152 4242 4101 - 
4104, 
4121 - 
4122

protocol f f /92/486/24 w /attach 94 partial release 90

4243 4244 fda redaction notes 2 release
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4245 hospital report 1 release

4246 4247 fda redaction notes 2 release

4248 report of exam for study subject 7/23/89 1 release

4249 4250 hemogramme reports 2 release
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4251 4252 patient hospital records 2 release

4253 fda redaction notes 1 release

4254 4255 informed consent for patient #0831 3/5/93 2 release

4256 4263 treatment f ile for subject #783 8 release
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4264 hormone exam 1 release

4265 4273 adverse events for protocol f f /92/486/24 5/2/96 9 partial release

4274 4276 subject data 9/6/91 3 partial release

4277 4319 protocol ffr/91/486/14 in french 5/1/91 43 partial release
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4320 4357 protocol f f /92/486/24 10/1/92 38 partial release

4358 4359 ethics committee document 6/13/91 2 partial release

4360 list of irb members 1 partial release

4361 irb approval 11/7/91 1 partial release
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4362 4365 signed investigator forms 4 partial release

4366 4367 french package insert for mifegyne 2 partial release

4368 4369 patient brochure 2 partial release

4370 4375 protocol f f /91/486/14 appendix 1 6 partial release
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4376 4380 investigator agreement w /attach 5/15/96 aubeny, 
elisabeth

2 3 partial release

4381 4400 documents re: inspection of roussel uclaf 20 partial release

4401 telefax re: agreement betw een population council and roussel uclaf 2/26/93 1 partial release

4402 letter re: agreeement betw een population council and roussel uclaf 7/18/84 bardin, e. 
w ayne

sakiz, 
eduoard

1 release
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4403 4405 meeting minutes 3/2/93 fda 3 partial release

4406 meeting minutes nih 1 partial release

4407 minutes of telecon 8/31/92 1 partial release

4408 4410 establishment evaluation request 3/18/96 nda 20-687 3 partial release
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4411 4415 establishment evaluation request 4/17/96 nda 20-687 5 partial release

4416 4422 opdra consultation response w /attach 1/4/00 nda 20-687 fda employee 1 6 partial release

4424 letter re: inspection of clinical study (protocol #166a) mishell, daniel fda employee 1 partial release

4425 4427 clinical inspection summary 2/2/00 fda employees fda employee 3 partial release
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4428 4432 clinical pharmacology/biopharmaceutics review 2/16/00 nda 20-687 fda employee 5 partial release

4433 4437 1871-
1874

memorandum re: complete response to approvable letter 2/17/00 nda 20-687 fda employee 9 partial release

4442 4453 0101-
0106

advisory committee questions 7/19/96 fda 18 release

4454 4461 exclusivity summary 9/15/00 nda 20-687 fda employee 8 partial release
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4462 pediatric page 9/28/00 nda 20-687 fda employee 1 partial release

4463 7922, 
3263

debarment statement 9/26/00 nda 20-687 arnold, 
sandra

3 release

4464 cover sheet 1 release

4465 4466 information request letter 9/13/00 arnold, sandra fda employee 25 partial release 24



01/28/2002 documents released in full or in part on w eb

Page 286

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

4467 4468 1351 information request letter 8/30/00 arnold, sandra fda employee 11 partial release 8

4469 4471 1436-
1437

information request letter 6/30/00 arnold, sandra fda employee 5 partial release 1

4474 letter re: review  priority classif ication 5/7/96 arnold, sandra fda employee 1 partial release

4475 4476 letter re: receipt of nda 3/20/96 robbins, ann fda employee 2 partial release



01/28/2002 documents released in full or in part on w eb

Page 287

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

4478 4485 letter re: amendment #49 6/23/00 fda employee arnold, 
sandra

8 partial release

4486 4487 1459-
1460

letter re: amendment #48 6/22/00 fda employee danco 
laboratories

4 partial release

4500 letter re: amendment #41 2/16/00 fda employee arnold, 
sandra

1 partial release

4501 letter re: amendment #39 1/28/00 fda employee danco 
laboratories

1 partial release
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4505 4506 letter re: discussion of information request 12/23/00 fda employee danco 
laboratories

2 partial release

4508 letter re: clarif ication of u.s. safety information 11/29/99 fda employee arnold, 
sandra

1 partial release

4509 4510 letter re: amendment #36 11/16/99 fda employee danco 
laboratories

2 partial release

4516 letter re: amendment #40 1/28/00 fda employee danco 
laboratories

1 partial release
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4524 letter re: amendment #32 8/13/99 fda employee danco 
laboratories

1 partial release

4525 4526 letter re: amendment #31 8/3/99 fda employee arnold, 
sandra

2 partial release

4530 4531 letter re: amendment #15 6/25/98 fda employee arnold, 
sandra

2 partial release

4536 4537 6549-
6550, 
7962-
7963

letter re: amendment #23 5/20/99 fda employee danco 
laboratories

6 partial release



01/28/2002 documents released in full or in part on w eb

Page 290

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

4556 4557 letter re: amendment #13 2/19/98 fda employee arnold, 
sandra

2 partial release

4568 4569 6508-
6509, 
7607-
7608

letter re: amendment #4 9/16/96 fda employee robbins, ann 6 partial release

4575 4576 1690-
1691

fax re: request for meeting 5/7/96 fda employee robbins, ann 4 partial release

4577 4578 letter re: amendment #1 4/19/96 fda employee robbins, ann 2 partial release
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4580 letter re: amendment #60 9/15/00 fda employee arnold, 
sandra

1 partial release

4581 4583 teleconference meeting minutes re: information request letters 9/14/00 3 partial release

4587 4588 teleconference meeting minutes re: pending review  issues 8/11/00 2 partial release

4591 teleconference meeting minutes re: background document for 7/19/00 meeting 6/23/00 1 partial release
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4592 teleconference meeting minutes re: upcoming cmc amendment 6/19/00 1 partial release

4598 4599 teleconference meeting minutes re: proposed distribution system, phase 4 commitments 5/19/00 2 partial release

4601 4602 teleconference meeting minutes re: response to chemistry issues 4/25/00 2 partial release

4603 4604 minutes of telecon re: planned action 2/11/00 2 partial release
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4605 4608 meeting minutes re: 12/14/99 information request letter 1/18/00 4 partial release

4609 4610 teleconference meeting minutes re: status of application 12/3/99 2 partial release

4611 4614 6553-
6554

meeting minutes re: cmc status 4/9/99 6 partial release

4615 4618 meeting minutes re: cmc plans and def iciencies 11/2/98 4 partial release
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4619 4621 meeting minutes re: cmc issues in approvable letter 3/16/98 3 partial release

4622 4624 meeting minutes re: cmc issues 8/11/97 3 partial release

4625 4628 meeting minutes re: status of nda review 6/18/96 4 partial release

4630 2149 memorandum of phone conversation re: results of u.s. trials 5/24/96 catley-carlson, 
margaret

fda employee 2 partial release
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4631 4632 memorandum of phone conversation re: environmental assessment w / attach 2/23/96 fda employee fda employee 2 partial release

4633 4635 meeting minutes re: phase 4 commitments and other 9/15/00 6 partial release 4

4636 4639 4678-
4681

meeting minutes re: approvability issues 8/4/00 8 partial release

4643 memorandum re: draft labeling 9/10/96 nda 20-687 fda employee 1 partial release
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4644 7799 memorandum of telecon re: process changes 6/20/00 nda 20-687 fda employee 2 partial release

4645 4646 memorandum re: reference standard specif ications 9/8/00 nda 20-687 fda employee 2 partial release

4650 4651 teleconference meeting minutes re: status of application 12/3/99 2 partial release

4652 4653 teleconference meeting minutes re: proposed distribution system 5/19/00 2 partial release
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4654 4656 teleconference meeting minutes re: proposed restricted distribution 6/1/00 3 partial release

4657 4660 meeting minutes re: cmc plans 11/2/98 4 partial release

4661 4665 meeting minutes re: approvability issues 7/19/00 5 partial release

4666 4667 letter re: amendment #60 9/15/00 fda employee arnold, 
sandra

2 50 partial release 50
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4670 e-mail re: environmental assessment 8/14/00 fda employee fda employee 1 partial release

4671 e-mail re: tertiary chemistry review 2/16/00 fda employees fda employee 1 partial release

4672 memorandum to f ile re: 7/21/97 labeling meeting 7/24/97 nda 20-687 fda employee 1 partial release

4675 4676 4647, 
1497

information request letter 12/14/99 arnold, sandra fda employee 6 partial release 2
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4677 memorandum re: study sites 5/5/96 fda employee fda employee 1 partial release

4682 teleconference meeting minutes re: package insert 9/25/00 1 partial release

4684 4686 7655-
7657

letter re: roussel-uclaf marketing decision 10/25/99 outside 
counsel

arnold, 
sandra

6 partial release

4687 4688 memorandum re: eff icacy of mifepristone 9/27/00 nda 20-687 fda employee 2 partial release
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4689 4690 1323-
1324

letter re: amendment #61 9/15/00 fda employee danco 
laboratories

4 partial release

4691 letter re: fda questions 10/5/99 fda employee arnold, 
sandra

1 partial release

4694 4695 letter re: amendment #53 7/25/00 fda employee danco 
laboratories

2 partial release

4700 4708 letter re: amendment #54 7/27/00 fda employee arnold, 
sandra

9 partial release
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4709 fax cover sheet 9/26/00 fda employee buc, nancy 1 partial release

4710 4711 letter re: submission #105 10/27/94 fda employee bardin, c. 
w ayne

2 partial release

4712 4717 modifications to study protocol w / attach 6 47 partial release 47

4718 letter re: submission #121 3/6/95 fda employee bardin, c. 
w ayne

1 partial release
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4719 letter re: submission #120 3/3/95 fda employee bardin, c. 
w ayne

1 partial release

4720 letter re: submission #119 2/17/95 fda employee bardin, c. 
w ayne

1 partial release

4721 letter re: submission #118 2/15/95 fda employee bardin, c. 
w ayne

1 partial release

4722 letter re: submission #117 2/9/95 fda employee bardin, c. 
w ayne

1 partial release
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4723 letter re: trial databases 1/5/95 contractor contractor 1 partial release

4724 letter re: submission #115 2/7/95 fda employee bardin, c. 
w ayne

1 partial release

4725 letter re: submission #114 1/23/95 fda employee bardin, c. 
w ayne

1 partial release

4726 letter re: submission #113 1/18/95 fda employee bardin, c. 
w ayne

1 partial release
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4727 4730 letter re: submission #112 1/4/95 fda employee bardin, c. 
w ayne

4 partial release

4731 4734 summary of site visit 14 partial release 10

4735 letter re: submission #110 12/20/94 fda employee bardin, c. 
w ayne

1 partial release

4736 4737 letter re: submission #111 12/22/94 fda employee bardin, c. 
w ayne

2 partial release
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4738 letter re: submission #109 12/7/94 fda employee bardin, c. 
w ayne

1 partial release

4739 letter re: submission #108 12/1/94 fda employee bardin, c. 
w ayne

1 partial release

4740 letter re: submission #107 11/21/94 fda employee bardin, c. 
w ayne

1 partial release

4741 4743 letter re: submission #106 11/21/94 fda employee bardin, c. 
w ayne

3 partial release
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4744 4749 letter re: submission #131 6/5/95 fda employee bardin, c. 
w ayne

6 partial release 6

4750 4751 letter re: submission #130 5/31/95 fda employee bardin, c. 
w ayne

2 partial release

4752 4753 letter re: submission #129 5/18/95 fda employee bardin, c. 
w ayne

2 partial release

4754 4758 preliminary analysis and amendments to protocol 47 partial release 42
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4759 letter re: submission #128 5/16/95 fda employee bardin, c. 
w ayne

1 partial release

4760 4761 letter re: submission #127 5/4/95 fda employee bardin, c. 
w ayne

2 partial release

4762 letter re: submission #125 4/19/95 fda employee bardin, c. 
w ayne

1 partial release

4763 letter re: submission #124 4/11/95 fda employee bardin, c. 
w ayne

1 partial release



01/28/2002 documents released in full or in part on w eb

Page 308

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

4764 4766 letter re: submission #116 2/10/95 fda employee bardin, c. 
w ayne

3 partial release

4767 letter re: submission #132 6/7/95 fda employee bardin, c. 
w ayne

1 partial release

4768 letter re: submission #133 6/13/95 fda employee bardin, c. 
w ayne

1 partial release

4769 4770 letter re: submission #134 6/27/95 fda employee bardin, c. 
w ayne

2 partial release
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4771 letter re: submission #136 7/18/95 fda employee bardin, c. 
w ayne

1 partial release

4772 letter re: submission #138 7/25/95 fda employee bardin, c. 
w ayne

1 partial release

4773 letter re: submission #139 7/28/95 fda employee bardin, c. 
w ayne

1 partial release

4774 4775 letter re: submission #140 8/3/95 fda employee bardin, c. 
w ayne

2 partial release
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4776 4777, 
4778

letter re: submission #141 8/4/95 fda employee bardin, c. 
w ayne

3 partial release

4779 4780 letter re: submission #142 8/7/95 fda employee bardin, c. 
w ayne

2 partial release

4781 letter re: submission #143 8/9/95 fda employee bardin, c. 
w ayne

1 partial release

4782 letter re: submission #144 8/10/95 fda employee bardin, c. 
w ayne

1 partial release
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4783 letter re: submission #145 8/15/95 fda employee bardin, c. 
w ayne

1 partial release

4784 letter re: submission #146 8/25/95 fda employee bardin, c. 
w ayne

1 partial release

4785 letter re: submission #147 9/1/95 fda employee bardin, c. 
w ayne

1 partial release

4786 letter re: submission #149 9/21/95 fda employee bardin, c. 
w ayne

1 partial release
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4787 4789 letter re: submission #148 9/18/95 fda employee bardin, c. 
w ayne

3 partial release

4790 letter re: submission #150 9/26/95 fda employee bardin, c. 
w ayne

1 partial release

4791 4793 annual report 9/26/95 fda population 
council

381 partial release 378

4794 letter re: cmc section 10/27/95 fda employee roussel-uclaf 1 partial release
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4795 memorandum of telecon re: environmental assessment 2/12/96 euvard, 
catherine

fda employee 1 partial release

4796 memorandum of telecon re: environmental assessment 2/14/96 fda employee roussel-uclaf 1 partial release

4797 memorandum of telecon re: environmental assessment 2/12/96 fda employee fda employee 1 partial release

4798 4799 letter re: submission #157 12/18/95 fda employee bardin, c. 
w ayne

2 partial release
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4800 letter re: submission #156 12/4/95 fda employee bardin, c. 
w ayne

1 partial release

4801 4802 meeting minutes 10/24/95 2 partial release

4803 letter re: submission #154 11/2/95 fda employee bardin, c. 
w ayne

1 partial release

4804 letter re: submission #158 3/8/96 fda employee robbins, ann 1 partial release
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4805 letter re: submission #159 3/15/96 fda employee robbins, ann 1 partial release

4806 4842 study ffr/91/486/14 369 partial release 333

4843 4852 study ffr/92/486/24 446 partial release 436

4853 fax re: u.s. safety data 7/14/96 fda employee robbins, ann 1 partial release
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4854 4865 summary report of adverse events 12 partial release

4866 4867 letter re: submission #162 4/19/96 fda employee robbins, ann 2 partial release 2

4868 4869 letter re: submission #160 3/25/96 fda employee robbins, ann 2 partial release

4870 letter re: submission #170 9/30/96 fda employee robbins, ann 1 partial release
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4871 4890 annual report 9/30/96 fda population 
council

307 partial release 287

4891 letter re: submission #151 10/2/95 fda employee bardin, c. 
w ayne

1 partial release

4892 proposed meeting agenda 1 release

4893 4903 outline for meeting 11 partial release
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4904 4905 letter re: submission #185 5/5/97 fda employee robbins, ann 2 partial release

4906 4913 protocols 166a and 166b: integrated summary population 
council

495 partial release 488

4914 4915 minutes of telecon 10/14/97 2 partial release

4916 4917 letter re: submission #190 8/20/97 fda employee robbins, ann 2 partial release
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4918 letter re: submission #192 12/1/97 fda employee schmidt, 
frederick

1 partial release

4919 annual report 12/1/97 332 partial release 331

4920 4921 letter re: submission #209 6/19/00 fda employee schmidt, 
frederick

2 partial release

4922 letter re: submission #207 5/5/00 fda employee arnold, 
sandra

1 partial release
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4923 4926 annual report 5/5/00 ind population 
council

103 partial release 99

4927 letter re: submission #206 2/22/00 fda employee schmidt, 
frederick

1 partial release

4928 letter re: expansion of studies 8/8/85 spitz, irving fda employee 1 partial release

4929 4930 letter re: adverse event information 4/24/85 fda employee spitz, irving 2 partial release
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4931 letter re: administration and luteal phase 3/12/85 fda employee spitz, irving 1 partial release

4932 4947 report re: ru-486 administered in luteal phase 15 partial release

4948 letter re: monitoring patients 4/15/85 spitz, irving fda employee 1 partial release

4949 letter re: protocol #30 12/7/84 fda employee spitz, irving 1 partial release
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4950 4956 report re: tolerance study of ru-486 7 release

4957 letter re: inds for dif ferent indications 11/30/84 spitz, irving fda employee 1 partial release

4958 letter re: protocol #32 10/23/84 fda employee spitz, irving 1 partial release

4959 letter re: dissolution test and specif ications w / attach 2/15/84 fda employee spitz, irving 1 5 partial release 5
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4960 4960a elements of informed consent - 21 cfr 50.25 2 release

4961 record of telecon 2/16/84 spitz, irving fda employee 1 partial release

4962 record of telecon 1/24/84 spitz, irving fda employee 1 partial release

4963 letter re: toxicological reports 5/17/85 fda employee spitz, irving 1 partial release
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4964 4964a letter re: receipt of ind 5/11/83 population 
council

fda employee 2 partial release

4965 letter re: adverse event 9/19/88 spitz, irving fda employee 1 partial release

4966 letter re: progress report 8/20/87 spitz, irving fda employee 1 partial release

4967 letter re: interim summary of results 3/20/86 fda employee spitz, irving 1 partial release
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4968 letter re: study plans 10/28/85 fda employee spitz, irving 1 partial release

4969 4982 letter re: progress report w / attach 3/3/89 fda employee spitz, irving 2 12 partial release

4983 information request letter 1/14/92 spitz, irving fda employee 1 partial release

4984 letter re: receipt of items 5/9/89 spitz, irving fda employee 1 partial release
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4985 letter re: investigator inds 10/16/91 fda employee spitz, irving 1 partial release

4986 letter re: protocol submission to fda 2/1/91 fda employee bardin, c. 
w ayne

1 partial release

4987 4989 memorandum of meeting betw een fda and population council 7/16/93 3 partial release 3

4990 letter re: cmc 7/6/92 fda employee spitz, irving 1 partial release
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4991 fax cover page re: dissolution data 7/11/94 spitz, irving fda employee 1 partial release

4992 4993 letter re: patent rights for mifepristone 5/16/94 catley-carlson, 
margaret et.al.

kessler, david 2 partial release

4994 4996 letter re: submission #100 8/3/94 fda employee bardin, c. 
w ayne

3 partial release

4997 table of contents for protocol amendment 1 partial release 2
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4998 5037 protocol #166a 40 partial release

5038 5039 letter re: submission #102 w / attach 9/1/94 fda employee bardin, c. 
w ayne

2 partial release 4

5040 memorandum of telecon 8/11/94 spitz, irving fda employee 1 partial release

5042 e-mail re: mifepristone phase 4 9/12/00 fda employees fda employee 1 partial release
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5043 e-mail re: mifepristone phase 4 9/12/00 fda employees fda employee 1 partial release

5044 e-mail re: mifepristone update 9/10/00 fda employees fda employee 1 partial release

5045 e-mail re: mifepristone update 9/8/00 fda employee 1 partial release

5046 e-mail re: mifepristone update 9/8/00 fda employees fda employee 1 partial release
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5047 e-mail re: mifepristone f inal review  package 9/8/00 fda employees fda employee 1 partial release

5048 e-mail re: mifepristone label 9/8/00 fda employees fda employee 1 partial release

5049 e-mail re: meeting scheduled 9/7/00 fda employees fda employee 1 partial release

5050 e-mail re: opdra action item 9/7/00 fda employee 1 partial release
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5051 e-mail re: opdra action item 9/7/00 fda employees fda employee 1 partial release

5052 e-mail re: opdra action item 9/7/00 fda employees fda employee 1 partial release

5053 e-mail re: follow -up info 9/5/00 fda employees fda employee 1 partial release

5054 e-mail re: medication guide 8/28/00 fda employees fda employee 1 partial release
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5055 e-mail re: ddmac review 9/13/00 fda employees fda employee 1 partial release

5056 e-mail re: ru-486 timeline 9/11/00 fda employees fda employee 1 partial release

5057 e-mail re: ru-486 timeline 9/11/00 fda employees fda employee 1 partial release

5058 e-mail re: second review 9/20/00 fda employee fda employee 1 partial release
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5059 e-mail re: draft action letter 9/18/00 fda employees fda employee 1 partial release

5060 e-mail re: internal q&a's 9/18/00 fda employee fda employee 1 partial release

5061 e-mail re: internal q&a's 9/18/00 fda employee fda employee 1 partial release

5062 e-mail re: internal q&a's 9/14/00 fda employees fda employee 1 partial release
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5063 5067 5124 - 
5128

cover note re: list of documents sent to off ice of legislation w / attach 2 8 partial release

5068 5097 memorandum re: cancellation of import alert 9/28/00 import 
program 
managers

hfc-170 2 partial release

5069 5072 5098 - 
5101

memorandum re: revision of import alert #66-41 9/28/00 import 
program 
managers

hfc-170 8 partial release

5073 5102 memorandum re: revision of attachment to import alert #66-41 9/28/00 import 
program 
managers

hfc-170 2 partial release
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5075 5104 letter re: response to inquiry 9/26/00 fda employee danco 
laboratories

2 partial release

5076 5077 5105 - 
5106

mifepristone nda status 4 partial release

5078 5107 fax cover sheet 9/26/00 fda employee fda employee 2 partial release

5079 5089 5108 - 
5118

drug product listing information 22 partial release
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5090 5093 5119 - 
5122

information on abortion in u.s. 8/28/00 8 release

5094 5095 b(4) and b(5) redaction notes 2 release

5096 cover page re: regulatory background documentation 11/22/99 1 partial release

5129 5132 press release 9/28/00 hhs 4 release
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5133 Marketing of Abortion Pill in U.S. is Sought.  The Washington Post.  17 December 1992.  A12. 12/17/92 1 release

5134 FDA Opens Door for RU 486.  The Washington Times.  17 December 1992.  A4. 12/17/92 1 release

5135 Brain Cancer Patient Gets Approval to Use RU-486.  The Washington Post.  30 July 1992.  A2 7/30/92 1 release

5136 5160 fax cover page w / attached articles:  Grunberg SM, Weiss MH, Spitz IM, et al.  1991.  Treatment of 
unresectable meningiomas w ith the antiprogesterone agent mifepristone. J Neurosurg.  74(6):861-
866.
Leksell L. Stereotactic radiosurgery.  1983.  J Neurol Neurosurg Psychiatry.  46(9):797-803

10/1/92 fda employee 1 24 partial release
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5162 congressional letter 7/28/93 shalala, donna moseley-
braun, carol

1 release

5163 congressional letter 9/18/95 bliley, thomas thompson, 
diane

1 release

5164 6106 letter re: citizen petition response 3/20/95 yingling, gary chesmore, 
ronald

2 release

5165 5169 citizen petition 2/28/95 cder bliley, 
thomas et.al

5 release
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5170 congressional letter 12/6/95 coburn, tom thompson, 
diane

1 partial release

5171 congressional letter 11/9/95 thompson, 
diane

coburn, tom 1 release

5172 regulations 1 release

5173 5183 congressional letter w / attach 12/28/95 coburn, tom thompson, 
diane

1 10 partial release
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5184 5186 congressional letter 11/10/95 shalala, donna coburn, tom 3 release

5191 congressional letter 2/27/96 ashcroft, john thompson, 
diane

1 partial release

5192 congressional letter 2/2/96 kessler, david ashcroft, john 1 release

5193 5195 congressional letter 4/12/00 slaughter, 
louise

plaisier, 
melinda

3 partial release
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5196 5199 congressional letter 3/27/00 henney, jane slaughter, 
louise et.al.

4 release

5200 5290 transcript of 7/19/96 advisory committee meeting 7/31/96 91 release

5291 5295 eir inspection report 1/24/00 fda employee 4 partial release

5296 5300 narrative inspection report w /attach mishall, daniel fda employee 4 1 partial release
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5301 5315 protocol #166a w / attach 15 partial release

5316 5319-
5320

irb approval of press release w / attach 9/15/94 mishell, daniel irb 1 2 partial release

5317- 5318 letter re: inspection 12/9/99 mishell, daniel fda employee 2 partial release

5321 gcp1 form 1 partial release
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5322 letter re: corrective action 8/25/00 fda employee contractor 1 partial release

5323 letter re: corrective action 8/25/00 fda employee contractor 1 partial release

5324 letter re: corrective action 8/25/00 fda employee contractor 1 partial release

5325 inspectional observations 7/28/00 changfa, li fda employee 1 partial release
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5326 inspectional observations re: analytical methods 8/1/00 1 190 partial release 190

5327 inspectional observations re: reference standard 8/1/00 1 9 partial release 9

5328 5329 inspectional observation re: analytical methods 8/1/00 2 partial release

5330 inspectional observation re: purif ication suite 8/1/00 1 37 partial release 37



01/28/2002 documents released in full or in part on w eb

Page 345

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

5331 5332 inspectional observation re: purif ication suite, particulate counts 8/1/00 2 23 partial release 23

5333 inspectional observation re: purif ication suite, pressure dif ferentials 8/1/00 1 6 partial release 6

5334 5335 memorandum to f ile re: inspection of shanghai hualian 9/26/00 nda 20-687 fda employee 2 partial release

5336 5337 letter re: inspection report 8/21/00 changfa, li fda employee 2 partial release
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5338 5349 inspection f indings fda employee 12 partial release

5350 5354 eir inspection report 8/18/00 fda employee 5 partial release

5355 fax cover re: 483 for shanghai hualian 7/31/00 fda employee fda employee 1 partial release 8

5356 letter re: corrective action 8/10/00 fda employee contractor 1 partial release
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5357 letter re: corrective action 8/10/00 fda employee contractor 1 partial release

5358 letter re: corrective action 8/10/00 fda employee contractor 1 partial release

5359 5372 letter re: inspection w / attach 12/14/99 changfa, li fda employee 3 11 partial release

5373 5374 letter re: inspection of shanghai hualian 1/4/00 fda employee contractor 2 partial release
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5375 5376 fax cover re: authorization w / attach 12/28/99 fda employee contractor 1 1 partial release

5377 5378 memorandum of pai inspection 12/15/99 fda employee fda employee 2 partial release

5379 5381 inspection endorsement 12/3/99 fda employee 3 partial release

5382 inspectional observations re: cmc methods w / attach 12/1/99 1 2 partial release 2
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5383 inspectional observations re: errors and omissions in cmc w / attach 12/1/99 1 5 partial release 5

5384 inspectional observation re: raw  material testing w / attach 12/1/99 1 1 partial release 1

5385 5386 inspectional observation re: shanghai hualian 10/28/99 changfa, li fda employee 2 partial release

5387 5397 summary of inspection 10/28/99 shanghai 
hualian

fda employee 11 partial release
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5398 email re: nda number 11/19/99 fda employee fda employee 1 partial release

5399 5401 fax re: summary of f indings w / attach 10/29/99 fda employee fda employee 1 2 partial release

5402 letter re: corrective action 12/2/99 fda contractor 1 partial release

5403 inspectional observation re: recycled metal drums w / attach 12/1/99 1 11 partial release 11
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5404 inspectional observation re: systems suitability w / attach 12/1/99 1 6 partial release 6

5405 inspectional observation re: acceptance criteria w / attach 12/1/99 1 7 partial release 7

5406 inspectional observation re: release testing w / attach 12/1/99 1 12 partial release 12

5407 inspectional observation re: residuals in f inished product w / attach 12/1/99 1 1 partial release 1
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5408 inspectional observation re: f low  rates and temperatures 12/1/99 1 2 partial release 2

5409 inspectional observation re: in process intermediate test methods 12/1/99 1 2 partial release 2

5410 inspectional observation re: limited resolution w / attach 12/1/99 1 12 partial release 12

5411 5414 medical off icer's summary of safety update 9/11/96 nda 20-687 fda employee 4 partial release
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5415 5418 fda form 7/16/97 4 partial release

5419 fda form 8/23/96 1 release

5420 5427 list of abstracts 8 release

5428 email re: ru-486 approval 5/12/97 fda employee fda employee 1 partial release
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5429 5437 Spitz IM, Bardin CW.  1993.  Mifepristone (RU 486)--a modulator of progestin and glucocorticoid 
action.  N Engl J Med.  329(6):404-12.

8/5/93 9 release

5438 5439 ind adverse drug reaction form w / attach 6/1/91 2 release

5440 5449 Peyron R, Aubeny E, Targosz V, et al.  1993.  Early termination of pregnancy w ith mifepristone 
(RU 486) and the orally active prostaglandin misoprostol.  N Engl J Med.  328(21):1509-13.
Girard PM, Landman R, Gaudebout C, et al..  1993.  Dapsone-pyrimethamine compared w ith 
aerosolized pentamidine as primary prophylaxis against Pneumocystis carinii pneumonia and 
toxoplasmosis in HIV infection. The PRIO Study Group.  N Engl J Med.  328(21):1514-20.

5/27/93 10 release

5450 5452 fax cover sheet w / attach 3/29/93 fda employee fda employee 1 2 partial release
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5453 5454 memorandum re: importation of ru-486 w / attach 2/5/93 commissioner hhs employee 1 1 partial release

5455 executive order re: importation of ru-486 1/22/93 shalala, donna clinton, 
w illiam

1 release

5456 Mann, Judy.  Playing Politics w ith Our Lives.  The Washington Post.   5 August 1992.  B11. 8/5/92 1 release

5457 5460 clinical trial serious adverse event form 4 release
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5461 report re: medical off icer's review  of single patient ind 10/2/89 fda employee 1 partial release

5462 congressional letter 7/31/89 vucanovich, 
barbara

cannon, hugh 1 partial release

5463 congressional letter 7/7/89 young, frank vucanovich, 
barbara

1 partial release

5464 5465 congressional letter w / attach 7/6/89 fascell, dante cannon, hugh 1 1 partial release
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5466 5468 congressional letter w / attach 7/6/89 bereuter, doug cannon, hugh 1 2 partial release

5469 5470 congressional letter w / attach 6/19/89 cannon, hugh byrd, robert 1 1 partial release

5471 5475 congressional letter w / attach 6/15/89 hamilton, lee cannon, hugh 2 3 partial release

5476 congressional letter 5/22/89 legislative 
affairs

fda employee 1 partial release
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5477 5478 congressional letter 6/9/89 dornan, robert young, frank 2 partial release

5479 5480 congressional letter 5/5/89 young, frank dornal, robert 
et. al.

2 release

5481 5482 import alert #66-47 6/6/89 import 
program 
managers

hfc-130 2 partial release

5483 5484 congressional letter w / attach 6/9/89 gilman, 
benjamin

cannon, hugh 1 1 partial release
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5485 congressional letter 5/11/89 young, frank gilman, 
benjamin

1 partial release

5486 5488 congressional letter w / attach 5/23/89 fascell, dante cannon, hugh 1 1 partial release

5487 congressional letter 4/24/89 cannon, hugh fascell, dante 1 release

5489 5490 congressional letter w / attach 5/23/89 adams, brock cannon, hugh 1 1 partial release
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5491 congressional letter 4/24/89 cannon, hugh adams, brock 1 partial release

5492 congressional letter 4/28/89 legislative 
affairs

glenn, john 1 partial release

5493 5494 congressional letter 5/2/89 helms, jesse young, frank 2 partial release

5496 5497 congressional letter 5/1/89 miller, clarence cannon, hugh 2 partial release
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5498 congressional letter 3/30/89 fda miller, 
clarence

1 release

5499 5500 5520 - 
5521

congressional letter 4/28/89 nunn, sam cannon, hugh 4 partial release

5501 5522 congressional letter 4/6/89 fda nunn, sam 2 partial release

5502 5503 congressional letter 4/28/89 graham, bob cannon, hugh 2 partial release
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5504 congressional letter 4/10/89 cannon, hugh graham, bob 1 partial release

5505 5506 congressional letter 4/28/89 nunn, sam cannon, hugh 2 partial release

5507 congressional letter 3/29/89 fda nunn, sam 1 partial release

5508 5510 congressional letter w / attach 4/28/89 riegle, donald cannon, hugh 2 1 partial release
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5511 congressional letter 4/13/89 cannon, hugh riegle, donald 1 release

5512 5513 congressional letter 4/28/89 duncan, john cannon, hugh 2 partial release

5514 congressional letter 4/11/89 cannon, hugh duncan, john 1 release

5515 5517 congressional letter w / attach 4/28/89 horton, frank cannon, hugh 2 1 partial release
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5518 congressional letter 4/10/89 young, frank horton, frank 1 partial release

5519 congressional letter 4/4/89 legislative 
affairs

glenn, john 1 partial release

5523 5524 congressional letter 4/28/89 grant, bill cannon, hugh 2 partial release

5525 congressional letter 4/11/89 cannon, hugh grant, bill 1 partial release
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5526 5527 congressional letter 4/28/89 boggs, lindy cannon, hugh 2 partial release

5528 congressional letter 4/6/89 cannon, hugh boggs, lindy 1 partial release

5529 5530 congressional letter 4/28/89 biden, joseph cannon, hugh 2 partial release

5531 congressional letter 3/30/89 cannon, hugh biden, joseph 1 partial release
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5532 5533 letter re: request for information 1/18/90 nickerson, 
w illiam

fda employee 2 partial release

5534 letter requesting information re: ru-486 10/12/89 young, frank nickerson, 
w illiam

1 release

5535 congressional letter 12/21/89 humphrey, 
gordon

cannon, hugh 1 partial release

5536 5679 congressional letter 11/29/89 young, frank humphrey, 
gordon

2 partial release
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5537 5539 congressional letter w / attach 12/18/89 lautenberg, 
frank

cannon, hugh 2 1 partial release

5540 congressional letter 11/1/89 commissioner lautenberg, 
frank

1 partial release

5541 5542 congressional letter 11/3/89 thurmond, 
strom

cannon, hugh 2 partial release

5543 congressional letter 9/20/89 cannon, hugh thurmond, 
strom

1 partial release
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5544 5545 congressional letter 9/22/89 lautenberg, 
frank

cannon, hugh 2 partial release

5546 congressional letter 8/3/89 commissioner lautenberg, 
frank

1 partial release

5547 5586 letter re: personal importation of ru-486 8/31/89 mayer, 
frederick

fda employee 2 partial release

5548 5587 congressional letter 3/21/90 w eiss, ted cannon, hugh 2 partial release
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5549 5551 5588 - 
5591

congressional letter w / attach 4/11/89 pickett, ow en cannon, hugh 4 2 partial release

5552 congressional letter 3/20/89 young, frank pickett, ow en 1 release

5553 5555 5592 - 
5594

congressional letter w / attach 4/11/89 mchugh, 
matthew

cannon, hugh 4 2 partial release

5556 5595 congressional letter 3/21/89 congressional 
liaison

mchugh, 
matthew

2 release
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5557 5559 5596 - 
5599

congressional letter w / attach 4/11/89 vander jagt, 
guy

cannon, hugh 4 3 partial release

5560 congressional letter 3/23/89 cannon, hugh vander jagt, 
guy

1 partial release

5561 5600 congressional letter 3/17/89 legislative 
affairs

glenn, john 2 partial release

5562 5601 congressional letter 3/6/89 helms, jesse cannon, hugh 2 partial release
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5563 5602 congressional letter 2/23/89 young, frank helms, jesse 2 release

5564 5603 congressional letter 1/11/89 legislative 
affairs

glenn, john 2 partial release

5565 5566 5604 - 
5606

congressional letter 2/17/89 adams, brock cannon, hugh 5 partial release

5567 congressional letter 1/18/89 cannon, hugh adams, brock 1 partial release
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5568 5570 5607 - 
5610

congressional letter w / attach 1/13/89 hamilton, lee cannon, hugh 4 3 partial release

5571 congressional letter 12/21/88 fda hamilton, lee 1 partial release

5572 5575 5611 - 
5614

congressional letter w / attach 1/13/89 riegle, donald cannon, hugh 4 4 partial release

5576 5577 5615 - 
5616

congressional letter w / attach 4/28/88 darden, george cannon, hugh 2 2 partial release
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5578 5617 congressional letter 4/11/88 young, frank darden, 
george

2 release

5579 5582 5618 - 
5621

congressional letter w / attach 4/28/88 d'amato, 
alfonse

cannon, hugh 4 4 partial release

5583 5584 5622-
5623

congressional letter 9/22/89 lautenberg, 
frank

cannon, hugh 4 partial release

5585 5624 congressional letter 8/3/89 commissioner lautenberg, 
frank

2 partial release
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5625 5626 congressional letter 5/25/89 legislative 
affairs

glenn, john 2 partial release

5627 5628 congressional letter 9/22/89 lautenberg, 
frank

cannon, hugh 2 partial release

5629 5630 congressional letter 9/22/89 lautenberg, 
frank

cannon, hugh 2 partial release

5631 5632 congressional letter 9/22/89 lautenberg, 
frank

cannon, hugh 2 partial release
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5633 congressional letter 8/3/89 commissioner lautenberg, 
frank

1 partial release

5634 5635 congressional letter 9/22/89 lautenberg, 
frank

cannon, hugh 2 partial release

5636 congressional letter 8/3/89 commissioner lautenberg, 
frank

1 partial release

5637 5638 congressional letter 9/22/89 lautenberg, 
frank

cannon, hugh 2 partial release
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5639 congressional letter 8/3/89 commissioner lautenberg, 
frank

1 partial release

5640 5641 congressional letter 9/22/89 lautenberg, 
frank

cannon, hugh 2 partial release

5642 congressional letter 8/3/89 commissioner lautenberg, 
frank

1 partial release

5643 5644 congressional letter 9/22/89 lautenberg, 
frank

cannon, hugh 2 partial release
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5645 congressional letter 8/3/89 commissioner lautenberg, 
frank

1 partial release

5646 5647 congressional letter 9/22/89 lautenberg, 
frank

cannon, hugh 2 partial release

5648 congressional letter 8/3/89 commissioner lautenberg, 
frank

1 partial release

5649 5650 congressional letter 9/22/89 lautenberg, 
frank

cannon, hugh 2 partial release
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5651 congressional letter 8/3/89 commissioner lautenberg, 
frank

1 partial release

5652 5653 congressional letter 9/22/89 lautenberg, 
frank

cannon, hugh 2 partial release

5654 congressional letter 8/3/89 commissioner lautenberg, 
frank

1 partial release

5655 5656 congressional letter 9/22/89 lautenberg, 
frank

cannon, hugh 2 partial release
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5657 congressional letter 8/3/89 commissioner lautenberg, 
frank

1 partial release

5658 5660 congressional letter w / attach 9/22/89 stump, bob cannon, hugh 2 1 partial release

5661 congressional letter 8/3/89 congressional 
liaison

stump, bob 1 release

5662 5663 congressional letter 9/21/89 nunn, sam cannon, hugh 2 partial release
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5664 congressional letter 8/15/89 cannon, hugh nunn, sam 1 release

5665 5666 congressional letter 9/21/89 bentsen, lloyd cannon, hugh 1 1 partial release

5667 congressional letter 8/14/89 young, frank bentsen, lloyd 1 release

5668 5673 5682-
5683

document listing 3/1/90 8 partial release
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5674 congressional letter 3/2/90 w yden, ron cannon, hugh 1 partial release

5675 5687 congressional letter 2/28/90 benson, james w yden, ron 2 release

5676 congressional letter 2/27/90 benson, james w yden, ron 1 release

5677 5678 congressional letter 3/2/90 humphrey, 
gordon

cannon, hugh 2 partial release
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5680 5681 congressional letter 4/2/90 w eiss, ted cannon, hugh 2 partial release

5684 congressional letter 3/8/90 benson, james w eiss, ted 1 partial release

5685 5686 congressional letter 4/2/90 w yden, ron cannon, hugh 2 partial release

5688 model letter for mail importations 1 release
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5689 5690 response to foi request 4/26/90 foi services fda employee 2 partial release

5691 5693 congressional letter w / attach 5/17/90 hef lin, how ell cannon, hugh 2 1 partial release

5694 congressional letter 4/19/90 cannon, hugh heflin, how ell 1 partial release

5695 5697 congressional letter w / attach 8/29/90 lautenberg, 
frank

cannon, hugh 2 1 partial release
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5698 congressional letter 8/16/90 commissioner lautenberg, 
frank

1 partial release

5699 5700 memorandum re: import alert 8/10/90 hhs employee benson, 
james

2 partial release

5701 congressional letter 6/27/90 benson, james anderson, 
glenn

1 partial release

5702 5704 congressional letter 6/29/90 w yden, ron benson, 
james

3 partial release
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5705 5707 congressional letter 6/29/90 w yden, ron benson, 
james

3 partial release

5710 5711 memorandum re: telephone request w / attach 6/21/90 hhs employee benson, 
james

2 partial release

5712 5714 congressional letter w / attach 10/22/90 stevens, ted cannon, hugh 2 1 partial release

5715 5717 congressional letter 12/27/90 symms, steve cannon, hugh 3 partial release
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5718 congressional letter 11/30/90 fda employee symms, steve 1 partial release

5719 5720 opening statement before subcommittee 11/19/90 w yden, ron 2 release

5721 5723 congressional letter 1/15/91 pickett, ow en cannon, hugh 3 partial release

5724 congressional letter 11/27/90 cannon, hugh pickett, ow en 1 release
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5725 5728 congressional letter w / attach 2/22/91 gramm, phil cannon, hugh 3 1 partial release

5729 congressional letter 1/15/91 fda gramm, phil 1 release

5730 5732 congressional letter 2/20/91 grassley, 
charles

cannon, hugh 3 partial release

5733 congressional letter 1/2/91 benson, james grassley, 
charles

1 partial release
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5734 5736 congressional letter 2/20/91 katsen, robert cannon, hugh 3 partial release

5737 congressional letter 1/4/91 cannon, hugh kasten, robert 1 partial release

5738 5740 congressional letter 2/15/91 skaggs, david cannon, hugh 3 partial release

5741 congressional letter 1/9/91 cannon, hugh skaggs, david 1 partial release



01/28/2002 documents released in full or in part on w eb

Page 389

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

5742 5754 response to foi request w / attach 2/14/91 schreiber, 
marvin

cannon, hugh 1 12 partial release

5755 foi request 2/8/91 foi off ice schreiber, 
marvin

1 release

5756 5758 congressional letter 2/1/91 barton, joe cannon, hugh 3 partial release

5759 congressional letter 12/27/90 young, frank barton, joe 1 partial release
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5760 5763 congressional letter w / attach 1/30/91 d'amato, 
alfonse

cannon, hugh 3 1 partial release

5764 congressional letter 1/2/91 congressional 
relations

d'amato, 
alfonse

1 release

5765 5767 congressional letter 1/25/91 fascell, dante cannon, hugh 3 partial release

5768 congressional letter 12/21/90 cannon, hugh fascell, dante 1 release
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5769 5770 congressional letter 3/13/91 bentsen, lloyd cannon, hugh 2 partial release

5771 congressional letter 2/7/91 kessler, david bentsen, lloyd 1 release

5772 5774 congressional letter 3/13/91 visclosky, petercannon, hugh 3 partial release

5775 congressional letter 2/11/91 cannon, hugh visclosky, 
peter

1 partial release
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5776 congressional letter 3/7/91 coleman, tom cannon, hugh 1 partial release

5777 5780 congressional letter w / attach 3/4/91 mccain, john cannon, hugh 3 1 partial release

5781 congressional letter 2/5/91 cannon, hugh mccain, john 1 partial release

5782 5784 congressional letter 6/12/91 w ylie, chalmerscannon, hugh 3 partial release
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5785 congressional letter 5/16/91 cannon, hugh w ylie, 
chalmers

1 partial release

5786 5788 congressional letter 6/12/91 graham, bob cannon, hugh 3 partial release

5789 5791 congressional letter 4/2/91 campbell, tom cannon, hugh 3 partial release

5792 congressional letter 2/4/91 benson, james campbell, tom 1 release
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5793 5796 congressional letter w / attach 4/2/91 dole, robert cannon, hugh 3 1 partial release

5797 congressional letter cannon, hugh dole, robert 1 release

5798 5801 congressional letter w / attach 4/2/91 adams, brock cannon, hugh 3 1 partial release

5802 congressional letter 2/11/91 cannon, hugh adams, brock 1 partial release
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5803 5805 congressional letter 4/2/91 klug, scott cannon, hugh 3 partial release

5806 congressional letter 3/5/91 cannon, hugh klug, scott 1 partial release

5807 congressional letter 4/29/91 legislative 
affairs

graham, bob 1 partial release

5808 5811 congressional letter w / attach 6/7/91 danforth, john cannon, hugh 3 1 partial release
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5812 congressional letter 4/30/91 congressional 
liaison

danforth, john 1 partial release

5813 5814 congressional letter 5/22/91 stevens, ted cannon, hugh 2 partial release

5815 congressional letter 4/2/91 cannon, hugh stevens, ted 1 partial release

5816 5817 congressional letter w / attach 5/22/91 vucanovich, 
barbara

cannon, hugh 1 1 partial release
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5818 5820 congressional letter 5/10/91 bryan, richard cannon, hugh 3 partial release

5821 congressional letter 4/24/91 benson, james bryan, richard 1 partial release

5822 5824 congressional letter 5/8/91 stevens, ted cannon, hugh 3 partial release

5825 congressional letter 4/12/91 cannon, hugh stevens, ted 1 partial release
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5826 5828 congressional letter 5/7/91 nunn, sam cannon, hugh 3 partial release

5829 congressional letter 4/2/91 cannon, hugh nunn, sam 1 partial release

5830 5832 congressional letter 5/7/91 vander jagt, 
guy

cannon, hugh 3 partial release

5833 congressional letter 3/28/91 cannon, hugh vander jagt, 
guy

1 partial release
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5834 5836 congressional letter 5/7/91 foley, thomas cannon, hugh 3 partial release

5837 congressional letter 3/26/91 cannon, hugh foley, thomas 1 partial release

5838 5841 congressional letter w / attach 5/7/91 gramm, phil cannon, hugh 3 1 partial release

5842 congressional letter 4/16/91 fda gramm, phil 1 release
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5843 congressional letter 7/26/91 zelif f , w illiam holcombe, 
kay

1 partial release

5844 5846 congressional letter w / attach 7/1/91 kessler, david zelif f , w illiam 1 2 release

5847 5849 congressional letter 7/5/91 bentsen, lloyd holcombe, 
kay

3 partial release

5850 congressional letter 6/3/91 kessler, david bentsen, lloyd 1 release
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5851 5853 congressional letter 8/27/91 luken, charles holcombe, 
kay

3 partial release

5854 congressional letter 7/31/91 fda employee luken, charles 1 partial release

5855 congressional letter 8/2/91 swett, dick holcombe, 
kay

1 partial release

5856 5859 congressional letter w / attach 7/1/91 kessler, david swett, dick 1 3 release
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5860 blank page 1

5861 5862 congressional letter 12/5/91 w yden, ron scheman, 
carol

2 partial release

5868 congressional letter 10/21/91 kessler, david murman, 
law rence

1 partial release

5869 5870 congressional letter 2/28/93 lugar, richard scheineson, 
marc

2 partial release
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5871 5872 congressional letter w / attach 1/13/92 cannon, hugh lugar, richard 1 1 partial release

5873 5874 congressional letter 2/28/93 bradley, bill scheineson, 
marc

2 partial release

5875 5876 congressional letter w / attach 1/29/92 holcomb, kay bradley, bill 1 1 partial release

5877 congressional letter 2/28/93 graham, bob scheineson, 
marc

1 partial release
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5878 5879 congressional letter w / attach 1/7/92 holcombe, kay graham, bob 1 1 partial release

5880 5882 letter to mayor's off ice new  york city 2/20/92 dinkins, david scheman, 
carol

3 partial release

5883 5885 mayor's letter re: right to choose abortion 4/4/91 bush, george dinkins, david 3 release

5886 5888 congressional letter 1/27/92 foley, thomas holcombe, 
kay

3 partial release
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5889 5891 congressional letter w / attached article:  Recer P.  Studies: Abortion pill may halt breast cancer.  
The Associated Press.  16 February 1991.

1/6/91 holcombe, kay foley, thomas 1 2 partial release

5892 5893 congressional letter 1/22/92 w yden, ron holcombe, 
kay

2 partial release

5894 5895 congressional letter 1/8/92 kasten, robert holcombe, 
kay

2 partial release

5896 congressional letter 11/21/91 cannon, hugh kasten, robert 1 partial release
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5897 5899 letter re: haw aii resolution 6/29/92 miyoshi, gerald kessler, david 3 partial release

5900 5902 letter re: haw aii resolution w / attach 5/14/92 benson, james miyoshi, 
gerald

1 2 release

5903 5904 letter to congressman from constituent kasten, robert constituent 1 1 partial release

5905 5906 congressional letter w / attach 6/9/92 breaux, john scheineson, 
marc

1 1 partial release
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5907 congressional letter 5/12/92 holcombe, kay breaux, john 1 partial release

5908 response to foi request re: roussel uclaf inspection 5/20/92 leitav, virginia fda employee 1 partial release

5909 5910 congressional letter 5/15/92 specter, arlen scheineson, 
marc

2 partial release

5911 5914 congressional letter w / attached article:  Push Breast Cancer Drug.  The New  Y ork Times.  26 
December 1991.  Late Edition – Final.  A24

3/12/92 congressional 
liaison

specter, arlen 1 3 partial release
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5915 5918 congressional letter w / attach 4/13/92 moynihan, 
daniel

scheineson, 
marc

3 1 partial release

5919 congressional letter 3/5/92 young, frank moynihan, 
daniel

1 partial release

5920 5922 congressional letter 4/6/92 dixon, alan holcombe, 
kay

3 partial release

5923 5924 congressional letter w / attach 2/6/92 holcombe, kay dixon, alan 1 1 partial release
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5925 5927 congressional letter 9/23/92 specter, arlen scheineson, 
marc

3 partial release

5928 5929 congressional letter w / attach 8/21/92 congressional 
liaison

specter, arlen 1 1 partial release

5930 5932 congressional letter w / attached article:  FDA Oks cancer patient’s use of abortion pill.  The 
Chicago Tribune.  30 July 1992.  North Sports Final Edition.  C18.

9/23/92 mccain, john scheineson, 
marc

1 2 partial release

5933 congressional letter 8/20/92 scheineson, 
marc

mccain, john 1 partial release
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5934 5935 congressional letter 9/23/92 sarpalius, bill scheineson, 
marc

2 partial release

5936 5937 congressional letter w / attach 8/19/92 kessler, david sarpalius, bill 1 1 partial release

5938 congressional letter 9/2/92 schroeder, 
patricia

scheineson, 
marc

1 partial release

5939 congressional letter 8/10/92 fda employee w asserman, 
w endy

1 partial release
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5940 5942 congressional letter 9/1/92 foley, thomas scheineson, 
marc

3 partial release

5943 congressional letter 6/1/92 holcombe, kay foley, thomas 1 partial release

5944 5945 congressional letter 8/7/92 w yden, ron scheman, 
carol

2 partial release

5946 congressional letter 7/28/92 w yden, ron scheineson, 
marc

1 partial release
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5947 5949 congressional letter 7/15/92 kessler, david w yden, ron 3 release

5950 congressional letter 7/24/92 w yden, ron scheineson, 
marc

1 partial release

5951 congressional letter 7/22/92 kessler, david w yden, ron 1 release

5955 5957 congressional letter 12/10/92 kessler, david w yden, ron 3 partial release
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5958 5960 congressional letter w / attach 12/30/92 mack, connie scheineson, 
marc

1 2 partial release

5961 congressional letter 11/24/92 cannon, hugh mack, connie 1 partial release

5962 5963 congressional letter w / attach 12/14/92 gramm, phil scheineson, 
marc

1 1 partial release

5964 5965 congressional letter w / attach 10/16/92 fda gramm, phil 1 1 partial release
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5966 5968 congressional letter w / attach 11/13/92 deconcini, 
dennis

scheineson, 
marc

2 1 partial release

5969 congressional letter 9/28/92 fda deconcini, 
dennis

1 partial release

5970 congressional letter 10/21/92 bentsen, lloyd scheineson, 
marc

1 partial release

5971 congressional letter 9/14/92 kessler, david bentsen, lloyd 1 release
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5972 congressional letter 10/1/92 riegle, donald scheineson, 
marc

1 partial release

5973 congressional letter 8/27/92 fda riegle, donald 1 partial release

5974 congressional letter 5/25/93 deconcini, 
dennis

mande, jerold 1 partial release

5975 congressional letter 4/22/93 fda nolan, pamela 1 partial release



01/28/2002 documents released in full or in part on w eb

Page 416

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

5976 5977 6411-
6413

congressional letter 2/25/93 w ellstone, paul holcombe, 
kay

5 partial release

5978 memorandum re: importation of ru-486 1/22/93 secretary, dhhsclinton, 
w illiam

1 release

5979 5982 congressional letter w / attach 11/2/92 kessler, david w ellstone, 
david

2 2 release

5983 letter to editor 1/22/93 san francisco 
chronicle

scheman, 
carol

1 partial release
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5984 congressional letter 1/19/93 w yden, ron scheineson, 
marc

1 partial release

5985 congressional letter 1/14/93 kessler, david w yden, ron 1 release

5986 congressional letter 1/14/93 graham, bob scheineson, 
marc

1 partial release

5987 congressional letter 12/17/92 legislative 
affairs

graham, bob 1 partial release
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5988 5989 congressional letter 11/17/93 moseley-
braun, carol

shalala, 
donna

2 partial release

5990 congressional letter 9/29/93 brow n, sherrodmande, jerold 1 partial release

5991 congressional letter 8/24/93 mande, gerald brow n, 
sherrod

1 partial release

5992 congressional letter 6/23/93 gramm, phil mande, jerold 1 partial release
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5993 5995 congressional letter w / attach 6/2/93 barton, joe mande, jerold 1 2 partial release

5996 congressional letter 4/29/93 legislative 
affairs

barton, joe 1 partial release

5997 5998 congressional letter w / attach 5/24/93 johnston, harry mande, jerold 1 1 partial release

5999 6000 congressional letter w / attach 4/26/93 holcombe, kay johnston, 
harry

1 1 release
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6001 6002 fda memorandum re: ob/gyn convention activities w / attach 5/13/93 fda employee fda employee 1 1 partial release

6003 routing and transmittal slip: no further action needed 5/5/93 fda employee fda employee 1 partial release

6004 congressional letter 3/22/93 holcombe, kay brooks, jack 1 release

6005 6007 congressional letter w / attach 4/15/93 brooks, jack mande, jerold 2 1 partial release
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6008 6009 reponse to letter from off ice of city council 4/13/93 belton, sharon fda employee 2 partial release

6010 letter from off ice of city council 2/11/93 shalala, donna belton, 
sharon sales

1 release

6011 6012 blank pages 2

6013 6015 letter to w hite house agency liaison re: personal use ind w / attach 3/24/93 mccarthy, 
jennifer

fda employee 1 2 partial release
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6016 6017 congressional letter w / attach 3/19/93 mack, connie mande, jerold 1 1 partial release

6018 congressional letter 2/17/93 cannon, hugh mack, connie 1 partial release

6019 congressional letter 3/17/93 deconcini, 
dennis

mande, jerold 1 partial release

6020 congressional letter 2/17/93 dhhs nolan, pamela 1 partial release
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6021 6023 memorandum re: presidential order concerning importation of ru-486 2/18/93 fda employees fda employee 1 2 partial release

6024 federal register: presidential documents re: ru-486 2/5/93 clinton, 
w illiam

1 release

6025 federal register 2/5/93 1 release

6026 6028 congressional letter 3/1/93 smith, 
christopher

holcombe, 
kay

3 partial release
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6029 6031 congressional letter volkmer, harold holcombe, 
kay

3 partial release

6032 6034 congressional letter emerson, bill holcombe, 
kay

3 partial release

6035 6037 congressional letter dornan, robert holcombe, 
kay

3 partial release

6038 6040 congressional letter lafalce, john holcombe, 
kay

3 partial release
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6041 6042 congressional letter 1/12/93 kessler, david smith, 
christopher 
et. al.

2 release

6043 congressional letter 6/21/94 king, peter thompson, 
diane

1 partial release

6044 6045 congressional letter 6/21/94 breaux, john thompson, 
diane

2 partial release

6046 congressional letter 2/10/94 klepner, gerry breaux, john 1 partial release
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6047 6048 memorandum re: ru-486 letters w / attach 5/31/94 w hite house fda employee 1 1 partial release

6049 letter re: revised distribution requirements 4/11/94 hyman, lester christy & 
viener

1 partial release

6050 fda letter re: distribution plan 4/22/94 boynton, james fda employee 1 partial release

6051 6054 congressional letter 4/5/94 simon, paul thompson, 
diane

2 2 partial release
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6055 congressional letter 12/15/93 congressional 
liaison

simon, paul 1 partial release

6056 6064 congressional letter w / attach 4/1/94 king, peter thompson, 
diane

2 7 partial release

6065 congressional letter 1/12/94 fda king, peter 1 partial release

6066 congressional letter 3/2/94 mcnulty, 
michael

thompson, 
diane

1 partial release
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6067 congressional letter 12/23/93 kessler, david mcnulty, 
michael

1 partial release

6068 congressional letter 2/8/94 w yden, ron shalala, 
donna

1 partial release

6071 6073 congressional letter w / attach 2/8/94 moynihan, 
daniel

thompson, 
diane

2 1 partial release

6074 congressional letter 8/23/93 scheineson, 
marc

moynihan, 
daniel

1 partial release
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6075 congressional letter 6/29/93 scheineson, 
marc

moynihan, 
daniel

1 partial release

6076 congressional letter 2/4/94 mack, connie thompson, 
diane

1 partial release

6077 congressional letter 7/9/93 cannon, hugh mack, connie 1 release

6078 6080 response to foi request re: ru-486 w / attach 10/27/94 keating, c fda employee 2 1 partial release
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6081 6084 congressional letter w / attach 10/21/94 moynihan, 
daniel

thompson, 
diane

2 2 partial release

6085 congressional letter 9/14/94 fda moynihan, 
daniel

1 release

6086 6087 congressional letter 10/3/94 levy, david thompson, 
diane

2 partial release

6088 congressional letter 8/5/94 holcombe, kay levy, david 1 partial release
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6089 letter re: access to information 9/14/94 ullman, andre fda employee 1 partial release

6090 fda note re: status update 9/14/94 shalala, donna fda employee 1 partial release

6091 congressional letter 6/20/94 thompson, 
diane

robb, charles 1 partial release

6092 6093 congressional letter w / attach 8/31/94 robb, charles thompson, 
diane

1 1 partial release
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6094 fda memorandum re: review  of consent 8/18/94 fda employee institutional 
review  branch

1 partial release

6095 fda memorandum re: incoming shipment of ru-486 8/16/94 fda employee prescription 
drug 
compliance

1 partial release

6096 fda memorandum re: emergency ind 8/15/94 phs executive 
secretariat

fda employee 1 partial release

6097 memorandum re: telephone message 6/17/96 hhs/fda w hite house 1 partial release
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6098 blank page 1

6099 6100 congressional letter 7/19/94 clinger, w illiam thompson, 
diane

2 partial release

6101 congressional letter 7/4/94 mande, jerold clinger, bill 1 partial release

6102 6103 congressional letter 7/19/94 breaux, john thompson, 
diane

2 partial release



01/28/2002 documents released in full or in part on w eb

Page 434

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

6104 congressional letter 6/9/94 klepner, gerry breaux, john 1 partial release

6105 congressional letter 9/18/96 bliley, thomas thompson, 
diane

1 partial release

6107 6108 fda memorandum: ru-486 fact sheet for secretary's brief ing w / attach 8/21/95 hhs employee fda employee 1 1 partial release

6109 subject areas for fact sheets on w omen's health 8/14/95 1 1 partial release 1
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6110 6111 congressional letter 8/11/95 robb, charles thompson, 
diane

2 partial release

6112 congressional letter 7/10/95 thompson, 
diane

robb, charles 1 partial release

6113 6115 congressional letter w / attach 7/19/95 ford, w endell thompson, 
diane

2 1 partial release

6116 congressional letter 5/22/95 thompson, 
diane

ford, w endell 1 release
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6117 6118 congressional letter 7/19/95 domenici, pete thompson, 
diane

2 partial release

6119 congressional letter 6/23/95 thompson, 
diane

domenici, 
pete

1 release

6120 6121 congressional letter 7/18/95 nunn, sam thompson, 
diane

2 partial release

6122 congressional letter 6/1/95 kessler, david nunn, sam 1 release



01/28/2002 documents released in full or in part on w eb

Page 437

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

6123 6124 congressional letter 7/18/95 simon, paul thompson, 
diane

2 partial release

6125 congressional letter 6/8/95 cannon, hugh simon, paul 1 release

6126 6128 congressional letter w / attach 7/19/95 harkin, tom thompson, 
diane

2 1 partial release

6129 congressional letter 5/10/95 kessler, david harkin, tom 1 release
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6130 congressional letter 6/9/95 thompson, 
diane

boxer, 
barbara

1 partial release

6131 6132 congressional letter 7/10/95 kyl, jon thompson, 
diane

2 partial release

6133 6134 congressional letter w / attach 6/19/95 congressional 
liaison

kyl, jon 1 1 release

6135 congressional letter 5/12/95 congressional 
liaison

kyl, jon 1 release
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6136 6137 congressional letter 7/10/95 lugar, richard thompson, 
diane

2 partial release

6138 congressional letter 6/9/95 thompson, 
diane

lugar, richard 1 release

6139 congressional letter 2/22/95 thompson, 
diane

mikulski, 
barbara

1 partial release

6140 fda memorandum re: response to ru-486 petition 3/8/95 fda employees fda employee 1 partial release
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6141 e-mail re: ru-486 petition 3/10/95 fda employees lee, bonnie 1 partial release

6142 e-mail re: appropriate response to citizen petition 3/10/95 fda employee fda employee 1 partial release

6143 e-mail re: plan to answer citizen petition 3/6/95 fda employees fda employee 1 partial release

6144 6248 citizen petition re: refusal to approve application for ru-486 2/28/95 fda mckenna & 
cuneo

105 release
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6249 fda letter re: assignment of docket number 2/28/95 yingling, gary dockets 
management 
branch

1 partial release

6250 citizen petition response 3/20/95 yingling, gary fda employee 1 release

6254 6255 congressional letter 7/1/96 kessler, david coburn, tom 2 release

6256 6262 congressional letter 5/3/96 fda employee w ynne, 
maggie

7 partial release
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6263 6264 congressional letter 6/28/96 edw ards, chet plaisier, 
melinda

2 partial release

6265 congressional letter 4/15/96 legislative 
affairs

edw ards, chet1 partial release

6266 6272 letter to fda re: conf licts of interest w / attach 7/10/96 kessler, david lopina, brian 
et. al.

5 2 partial release

6273 6274 congressional letter w / attach 5/22/96 coats, dan kessler, david 2 partial release
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6279 congressional letter 2/23/96 coburn, tom thompson, 
diane

1 release

6280 6285 3692 memorandum re: additional records for coburn w / attach 1/3/96 fda employee fda employee 2 5 partial release

6286 6296 congressional letter w / attach 12/28/95 coburn, tom thompson, 
diane

1 10 partial release

6297 6298 congressional letter 5/22/96 coats, dan kessler, david 2 release
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6299 congressional letter 2/27/96 ashcroft, john thompson, 
diane

1 partial release

6300 congressional letter 2/2/96 kessler, david ashcroft, john 1 release

6301 congressional letter 2/23/96 coburn, tom thompson, 
diane

1 partial release

6302 6304 congressional letter 11/10/95 shalala, donna coburn, tom 3 partial release
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6305 6308 congressional letter w / attached article:  Abortion Pill Used for Tumor Treatment.  The Associated 
Press.  28 August 1993.

2/6/96 barrett, bill thompson, 
diane

3 1 partial release

6309 congressional letter 1/17/95 fda barrett, bill 1 partial release

6310 congressional letter 1/25/96 exon, james thompson, 
diane

1 partial release

6311 6314 congressional letter w / attached article:  Abortion Pill Used for Tumor Treatment.  The Associated 
Press.  28 August 1993.

1/16/96 congressional 
liaison

exon, james 1 3 partial release
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6315 6316 congressional letter 2/26/98 barton, joe smith-
holston, 
sharon

2 partial release

6317 6318 congressional letter 2/4/98 shalala, donna barton, joe 2 release

6319 letter re: roussel uclaf quality assurance prof iles 7/2/97 agami, theresa fda employee 1 partial release

6320 6321 congressional letter 2/25/97 stupak, bart thompson, 
diane

2 partial release
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6322 congressional letter 1/3/97 kessler, david stupak, bart 1 partial release

6323 congressional letter 2/13/97 robb, charles thompson, 
diane

1 partial release

6324 congressional letter 10/30/96 thompson, 
diane

robb, charles 1 partial release

6325 6327 congressional letter w / attach 2/13/97 breaux, john thompson, 
diane

1 2 partial release



01/28/2002 documents released in full or in part on w eb

Page 448

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

6328 congressional letter 11/12/96 thompson, 
diane

breaux, john 1 partial release

6329 6331 congressional letter 2/7/97 barton, joe smith-
holston, 
sharon

2 partial release

6330 congressional letter 2/7/97 graham, bob thompson, 
diane

1 partial release

6332 congressional letter 1/9/97 fda graham, bob 1 partial release
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6333 6343 congressional letter w / attach 12/13/96 barton, joe smith-
holston, 
sharon

11 partial release

6344 6346 congressional letter 9/17/96 kessler, david barton, joe 3 partial release

6347 6348 congressional letter w / attach 11/7/96 lugar, richard thompson, 
diane

1 1 partial release

6349 congressional letter 10/4/96 fda employee lugar, richard 1 partial release
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6350 6351 talk paper re: approvable letter 9/18/96 fda 2 release

6352 new s release re: approvable letter 9/18/96 population 
council

1 release

6353 congressional letter 9/17/96 kessler, david w oolsey, lynn 1 partial release

6354 congressional letter 5/8/96 kessler, david obey, david 1 partial release
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6355 6357 congressional letter w / attach 9/25/96 coats, dan thompson, 
diane

3 partial release

6360 6363 congressional letter 4/11/96 shalala, donna coats, dan 4 partial release

6364 congressional letter 7/27/00 plaisier, 
melinda

mikulski, 
barbara

1 partial release

6365 6367 congressional letter 9/12/00 houghton, 
amory

plaisier, 
melinda

3 partial release
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6368 congressional letter 8/4/00 henney, jane houghton, 
amory

1 release

6369 6371 congressional letter 9/12/00 w oolsey, lynn plaisier, 
melinda

3 partial release

6372 congressional letter 6/22/00 henney, jane w oolsey, lynn 1 release

6373 6375 congressional letter 7/10/00 boxer, barbara plaisier, 
melinda

3 partial release
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6376 congressional letter 6/9/00 henney, jane boxer, 
barbara

1 release

6377 6379 congressional letter 5/25/00 byrd, robert plaisier, 
melinda

3 partial release

6380 congressional letter 3/13/00 plaisier, 
melinda

byrd, robert 1 partial release

6381 6391 congressional letter w / attach 12/22/00 bliley, thomas plaisier, 
melinda

3 8 partial release
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6392 letter from roussel uclaf 5/25/94 fda employee sakiz, 
edouard

1 partial release

6393 letter re: u.s. availability of ru-486 6/9/94 sakiz, edouard fda employee 1 partial release

6394 memorandum of meeting to discuss status of ru-486 in europe 7/16/91 1 partial release

6395 6398 congressional letter w / attach 12/2/88 young, robert livingston, 
robert

4 partial release
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6399 congressional letter 8/29/88 cannon, hugh quayle, dan 1 partial release

6400 congressional letter 7/22/88 quayle, dan hhs 1 partial release

6401 6403 congressional letter w / attach 5/16/88 foley, thomas cannon, hugh 1 2 partial release

6404 6405 letter requesting copies of guidelines 4/27/88 fda brandely, 
maud

2 partial release
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6406 letter from roussel uclaf re: guidelines 6/14/88 fda employee brandely, 
maud

1 partial release

6407 congressional letter 8/3/89 commissioner lautenberg, 
frank

1 partial release

6408 congressional letter 8/3/89 commissioner lautenberg, 
frank

1 partial release

6409 6410 memorandum re: inds 6/8/92 fda employee sullivan, kate 1 1 partial release
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6414 6415 memorandum re: letter from advocates requesting information 1/11/94 fda employee fda employee 1 1 partial release

6416 consultation response 9/13/00 fda employee fda 
employees

1 partial release

6417 6420 proprietary name review 9/1/00 nda 20-687 fda employee 4 partial release

6421 consultation response 1/11/00 fda employee fda employee 1 partial release
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6422 6427 proprietary name review 1/4/00 nda 20-687 fda employee 6 partial release

6428 6429 letter re: biopharmaceutics 6/20/96 robbins, ann fda employee 2 partial release

6430 memorandum re: study sites 5/5/96 fda employee fda employee 1 partial release

6431 letter re: review  priority classif ication 5/7/96 robbins, ann fda employee 1 partial release
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6432 6433 letter re: safety update report 6/20/96 fda employee robbins, ann 4 partial release 2

6434 6475 protocol f f /92/486/24 10/1/92 nda 20-687 population 
council

42 partial release

6476 6482 study ff/92/486/24 2/21/95 nda 20-687 population 
council

120 partial release 113

6483 6484 medical off icer's review  of safety update 9/9/96 nda 20-687 fda employee 2 partial release
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6485 letter re: meeting minutes 9/3/97 catley-carlson, 
margaret

fda employee 1 partial release

6486 6488 meeting minutes re: cmc issues 8/11/97 3 partial release

6491 1583, 
4564

letter re: amendment #7 w / attach 3/31/97 fda employee robbins, ann 3 1 partial release 1

6492 6493 letter re: revised labeling 3/26/97 fda employee ellertson, 
charlotte

6 partial release 4
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6494 letter re: chemistry def iciencies 3/6/97 robbins, ann fda employee 1 partial release

6497 6500 meeting minutes re: labeling issues 9/12/96 4 partial release

6502 6505 meeting minutes re: status of nda review 6/18/96 4 partial release

6506 6507 medical off icer's review  of amendment #4 10/1/96 nda 20-687 fda employee 2 partial release
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6508 6511 letter re: amendment #4 9/16/96 fda employee robbins, ann 4 partial release

6512 6524 summary of serious adverse events 14 partial release 1

6525 6526 letter re: advisory committee recommendations 8/22/96 robbins, ann fda employee 2 partial release

6527 fax re: u.s. safety data 7/14/96 fda employee robbins, ann 1 partial release
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6528 memorandum of telecon re:distribution, draft label, foreign data 8/9/96 robbins, ann fda employee 1 partial release

6529 letter re: amendment #3 8/15/96 fda employee robbins, ann 1 partial release

6530 6535 letter re: international post-marketing surveillance data w / attach 7/25/96 fda employee robbins, ann 2 4 partial release

6538 letter re: amendment #10 11/26/97 fda employee ellertson, 
charlotte

1 partial release
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6539 6540 fda form 11/26/97 nda 20-687 ellertson, 
charlotte

2 release

6541 6542 letter re: amendment #22 5/10/99 fda employee danco 
laboratories

2 partial release

6543 6544 fda form 5/10/99 nda 20-687 arnold, 
sandra

2 release

6545 letter re: amendment #21 4/28/99 fda employee danco 
laboratories

1 partial release
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6546 6547 fda form 4/28/99 nda 20-687 arnold, 
sandra

2 release

6548 list of trade names 1 release

6551 6552 fda form 5/20/99 nda 20-687 arnold, 
sandra

2 release

6555 6557 letter re: amendment #20 3/31/99 fda employee danco 
laboratories

3 partial release
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6558 timetable for production 1 partial release

6559 memorandum re: cgmp guidelines compliance 4/1/99 danco 
laboratories

danco 
laboratories

1 partial release

6560 6561 7946 memorandum re: compliance status 3/31/99 danco 
laboratories

contractor 3 partial release

6562 6563 fda form 4/1/99 nda 20-687 arnold, 
sandra

2 release
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6568 6569 fda form 12/8/98 nda 20-687 arnold, 
sandra

2 release

6572 6575 meeting minutes re: cmc plans 11/2/98 4 partial release

6579 6581 fda form 10/26/98 nda 20-687 arnold, 
sandra

3 release

6582 6583 fda form 6/26/98 nda 20-687 arnold, 
sandra

2 release
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6586 6587 fda form 4/27/98 nda 20-687 arnold, 
sandra

2 release

6588 6590 meeting minutes re: cmc issues 3/16/98 3 partial release

6591 6600 slides re: meeting objectives 10 partial release 1

6601 6602 letter re: amendment #13 2/19/98 fda employee arnold, 
sandra

2 partial release
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6603 6604 discrepancies - roussel -gedeon richter processes 2/19/98 2 release

6607 6608 fda form 1/30/98 nda 20-687 arnold, 
sandra

2 release

6609 6610 letter re: amendment #11 1/30/98 fda employee arnold, 
sandra

2 partial release 2

6611 fda form 1/30/98 nda 20-687 1 release
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6612 6613 letter re: amendment #25 6/3/99 fda employee danco 
laboratories

2 partial release

6614 6615 fda form 6/3/99 nda 20-687 arnold, 
sandra

2 release

6616 6617 letter re: amendment #24 6/3/99 fda employee arnold, 
sandra

2 partial release

6618 6704 8893 - 
8981

study 166a: appendix c, parts b, c and e  (articles attached)  Spitz IM, Bardin CW, Benton L et al.  
1998.  Early pregnancy termination w ith mifepristone and misoprostol in the United States.  The 
New  England Journal of Medicine.  338: 1241-7.
Winikoff  B, Ellertson C, Elul B, et al.  1998.  Acceptability and feasibility of early pregnancy 
termination by mifepristone-misopristol.  Archives of Family Medicine.  7: 360-6.

nda 20-687 population 
council

176 partial release
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6913 6916 study 166b: appendix c, parts b and c nda 20-687 population 
council

86 partial release 82

6917 7036 1003-
1121

study 166b: appendix d, table 5a 11/30/98 nda 20-687 population 
council

239 partial release

7037 7086 1122-
1170

study 166b: appendix d, table 5b 11/30/98 nda 20-687 population 
council

99 partial release

7087 7151 1171-
1236

study 166b: appendix d, table 5c 11/30/98 nda 20-687 population 
council

131 partial release
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7152 7153 7929 - 
7937

letter re: amendment #27 6/25/99 fda employee arnold, 
sandra et.al.

11 partial release

7154 7155 appendix c - letter from usan 2/25/98 schmidt, 
frederick

fuerst, sophia 2 release

7156 7159 appendix d - misoprostol administration 4 release

7160 7176 appendix e - articles referenced in cover letter (articles attached)  Creinin MD, Shulman T.  1997.  
Effect of nonsteroidal anti-inf lammatory drugs on the action of misoprostol in a regimen for early 
abortion.  Contraception. 56(3):165-8.
Schoot PVD, Baumgarten R.  1990.  Effects of treatment of male and female rats in infancy w ith 
mifepristone on reproductive function in adulthood.  J. Reprod. Fert.  90: 255-66.

17 release
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7177 7191 appendix f - articles referenced in appendix d:  Spitz IM, Bardin CW, Benton L et al.  1998.  Early 
pregnancy termination w ith mifepristone and misoprostol in the United States.  The New  England 
Journal of Medicine.  338: 1241-7.
Winikoff  B, Ellertson C, Elul B, et al.  1998.  Acceptability and feasibility of early pregnancy 
termination by mifepristone-misopristol.  Archives of Family Medicine.  7: 360-6.

64 release

7192 7205 Schaff  EA, Stadalius LS, Eisinger SH, et al   1997.  Vaginal misoprostol administered at home after 
mifepristone (RU486) for abortion.  J Fam Pract 44(4): 353-60.
Shaff  EA, Eisinger SH, Stadalius LS et al.  1999.  Low -dose of mifepristone 200 mg and vaginal 
misopristol for abortion.  Contraception.  59: 1-6.

14 release

7206 7228 Guengant JP, Bangou J, Elul B et al.  1999.  Mifepristone-misopristol medical abortion: home 
administration of misopristol in Guadeloupe.  Contraception.  60: 167-72.
Creinin MD, Vittinghoff  E, Schaff  E et al.  1997.  Medical abortion w ith oral methotrexate and 
vaginal misoprostol.  Obstet Gynecol. 90(4 Pt 1): 611-6.

23 release

7229 7240 Carbonell JL, Varela L, Velazco A, Cabezas E et al.  1998.  Oral methotrexate and vaginal 
misoprostol for early abortion.
Contraception.  57(2):83-8.
Carbonell I, Esteve JL, Velazco A, et al.  1997.  Misoprostol 3, 4, or 5 days after methotrexate for 
early abortion. A randomized trial.
Contraception.  56(3):169-74.

12 release



01/28/2002 documents released in full or in part on w eb

Page 474

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

7241 7242 7250 - 
7251

letter re: amendment #29 7/14/99 fda employee danco 
laboratories

4 partial release

7243 comment and response re: drug substance 9/18/96 nda 20-687 population 
council

1 partial release

7244 7245 7254 - 
7255

letter re: amendment #28 6/30/99 fda employee danco 
laboratories

4 partial release

7246 7247 letter re: amendment #30 7/22/99 fda employee danco 
laboratories

2 partial release



01/28/2002 documents released in full or in part on w eb

Page 475

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

7248 7249 fda form 7/22/99 nda 20-687 arnold, 
sandra

2 release

7252 7253 fda form 7/14/99 nda 20-687 arnold, 
sandra

2 release

7256 7257 fda form 6/30/99 nda 20-687 arnold, 
sandra

2 release

7258 7259 letter re: amendment #26 6/15/99 fda employee danco 
laboratories

2 partial release
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7260 7261 fda form 6/15/99 nda 20-687 arnold, 
sandra

2 release

7262 7264 letter re: amendment #31 8/3/99 fda employee arnold, 
sandra

3 partial release

7265 7266 fda form 8/3/99 nda 20-687 arnold, 
sandra

2 release

7267 7306 7305a safety update report #2 nda 20-687 population 
council

40 partial release 2
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7307 German regulators approve RU-486 abortion pill for market.  The Boston Globe.   7 July 7 1999.  
City Edition,  Pg. A2.

nda 20-687 population 
council

1 release

7308 7319 safety update report #2 continued 12 release

7320 7321 Ashok PW, Flett GM, Templeton A.  1998.  Termination of pregnancy at 9-13 w eeks' amenorrhoea 
w ith mifepristone and misoprostol.  Lancet.  352(9127): 542-3.

nda 20-687 population 
council

2 release

7322 7325 Ashok PW, Penney GC, Flett GM, Templeton A.  1998.  An effective regimen for early medical 
abortion: a report of 2000 consecutive cases.  Hum Reprod.  (1O): 2962-5.

nda 20-687 population 
council

4 release
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7326 7330 Baulieu EE.  1996.  The combined use of prostaglandin and antiprogestin in human fertility control.  
Eur J Obstet Gynecol Reprod Biol.  65(1):115-9.

nda 20-687 population 
council

5 release

7331 7341 Baulieu EE.  1997.  RU 486 (mifepristone). A short overview  of its mechanisms of action and 
clinical uses at the end of 1996.  Ann N Y Acad Sci.  828:47-58

nda 20-687 population 
council

11 release

7342 7348 Bertagna X.  1997.  Pituitary-adrenal response to RU 486 in man.  Psychoneuroendocrinology.  22 
Suppl 1:S51-5.

nda 20-687 population 
council

7 release

7349 7351 Blanch G, Quenby S, Ballantyne ES, et al.  1998.  Embryonic abnormalities at medical termination 
of pregnancy w ith mifepristone and misoprostol during f irst trimester: observational study. BMJ. 
316(7146):1712-3.

nda 20-687 population 
council

3 release
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7352 7358 Bokstrom, H; Atterfeit, M.; Alexandersson, M. et. al.  1998.  Preoperative Cervical Softening Before 
First Trimester Legal Abortion by Mifepristone and Misoprostol.  Contraception.  58:157-163.

nda 20-687 population 
council

7 release

7359 7361 Bygdeman M, Danielsson KG, Sw ahn ML. 1997.  The possible use of antiprogestins for 
contraception.  Acta Obstet Gynecol Scand Suppl.  164:75-7.

nda 20-687 population 
council

3 release

7362 7367 Cabezas, E.  1999.  Medical Versus Surgical Abortion.  International Journal of Gynecology and 
Obstetrics.  63 Suppl. 1:  S141-S146.

nda 20-687 population 
council

6 release

7368 7395 Cadepond F, Ulmann A, Baulieu E-E.  1997.  RU486 (Mifepristone): Mechanisms of Action and 
Clinical Uses.  Annu. Rev. Med.  48: 129-56.

nda 20-687 population 
council

28 release
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7396 7403 Cameron S, Kelly R, Critchley H et al. 1997.  Effect of tw o antiprogestins (mifepristone and 
onapristone) on endometrial factors of potential importance for implantation.  Fertility and Sterility.  
67: 1046-53.

nda 20-687 population 
council

8 release

7404 7409 Chen X, Xiao B.  1997.  Effect of once w eekly administration of mifepristone on ovarian function in 
normal w omen.  Contraception.  56: 175-80.

nda 20-687 population 
council

5 release

7410 7417 Cooney J, Dinan T.  1996.  Type II (glucocorticoid) receptors mediate fast-feedback inhibition of 
the hypothalamic-pituitary-adrenal axis in man.  Life Sciences.  59: 1981-8.

nda 20-687 population 
council

8 release

7418 7425 Croxatto HB, Massai MR, Salvatierra AM et al.  1996.  Effects of a sequential regimen of 
mifepristone-medroxyprogesterone acetate on ovarian function, endometrial development and 
hormonal parameters.  Contraception.  54: 79-86.

nda 20-687 population 
council

8 release
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7426 7431 Croxatto HB, Kovacs L, Massai R et al.  1998.  Effects of long-term low -dose mifepristone on 
reproductive function in w omen.  Human Reproduction. 13: 793-798.

nda 20-687 population 
council

6 release

7432 7437 Croxatto HB, Salvatierra AM, Fuentealba B et al.  1998.  Contraceptive potential of a mifepristone-
nomegestrol acetate sequential regimen in w omen.  Human Reproduction.  13: 3297-302.

nda 20-687 population 
council

6 release

7438 7444 Dockery P, Ismail RMJ, Li TC et al.  1997.  The effect of a single dose of mifepristone (RU486) on 
the f ine structure of the human endometrium during the early luteal phase.  Human Reproduction.  
12: 1778-84.

nda 20-687 population 
council

7 release

7445 7450 Elliott C, Brennand J, Calder A.  1998.  The effects of mifepristone on cervical ripening and labor 
induction in primigravidae.  Obstetrics & Gynecology.  92: 804-9.

nda 20-687 population 
council

6 release
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7451 7457 Etul B, Ellertson C, Winikoff  B et al.  1999.  Side effects of mifepristone misoprostal abortion 
versus surgical abortion.  Contraception.  59: 107-114.

nda 20-687 population 
council

7 release

7458 7463 Foldesi I, Falkay G, Kovacs L.  1996.  Determination of RU486 (mifepristone) in blood by 
radioreceptorassay; a pharmacokinetic study.  Contraception.  54: 27-32.

nda 20-687 population 
council

6 release

7464 7467 Gazvani MR, Baruah DN, Alf irevic Z et al.  1998.  Mifepristone in combination w ith methotrexate for 
the medical treatment of tubal pregnancy: a randomized, controlled trial.  Human Reproduction.  
13: 1987-90.

nda 20-687 population 
council

4 release

7468 7472 Danielsson KG, Sw ahn ML, Bygdeman M.  1997.  The effect of various doses of mifepristone on 
endometrial leukemia inhibitory factor expression in the midluteal phase- an immunohistochemical 
study.  Human Reproduction.  12: 1293-7.

nda 20-687 population 
council

5 release
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7473 7480 Danielsson KG, Sw ahn ML, Westlund P et al.  1997.  Effect of low  daily doses of mifepristone on 
ovarian function and endometrial development.  Human Reproduction.  12: 124-131.

nda 20-687 population 
council

8 release

7481 Danielsson KG, Westlund P, Johannisson E et al.  1996.  Effect of low  w eekly dose of mifepristone 
on ovarian function and endometrial development.  Human Reproduction.  11: 256-64.

nda 20-687 population 
council

1 release

7482 7487 Giacalone PL, Targosz V, Laffargue F, et al.  1998.  Cervical ripening w ith mifepristone before 
labor induction: a randomized study.  Obstetrics & Gynecology.  92: 487-92.

nda 20-687 population 
council

6 release

7488 Gianetti V.  1996.  Pharmacists’ beliefs about abortion and RU-486.  J Am Pharm Assoc.  36: 698-
703.

nda 20-687 population 
council

1 release
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7489 7494 Gold M, Luks D, Anderson M.  1997.  Medical options for early pregnancy termination.  American 
Family Physician. 56: 533-8.

nda 20-687 population 
council

6 release

7495 7498 Goldberg J, Plescia M, Anastasio G.  1998.  Mifepristone (RU 486) current know ledge and future 
prospects.  Arch Fam Med.  7: 219-22.

nda 20-687 population 
council

4 release

7499 7505 Grimes D.  1997.  Medical abortion in early pregnancy: a review  of the evidence.  Obstet Gynecol.  
89: 790-6.

nda 20-687 population 
council

7 release

7506 7508 Harp J.  1997.  Medical abortion: a crossroads for family practice?  American Family Physician.  
56: 356-64.

nda 20-687 population 
council

3 release
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7509 7519 Harper C, Winikoff  B, Ellertson C et al.  1998.  Blood loss w ith mifepristone-misoprostal abortion: 
measures from a trial in China, Cuba, and India.  International Journal of Gynecology & 
Obstetrics.  63: 39-49.

nda 20-687 population 
council

11 release

7520 7524 Heikinheimo O, Rapta S, Grunberg S et al.  1997.  Alterations in the pituitary-thyroid and pituitary-
adrenal axes- consequences of long-term mifepristone treatment.  Metabolism.  46: 292-6.

nda 20-687 population 
council

5 release

7525 appendix 1: expert report for mifegyne 8/1/98 nda 20-687 population 
council

188 partial release 187

7526 7572 clinical report: study ffr/91/486/14 extension 5/1/94 nda 20-687 population 
council

302 partial release 255
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7573 periodic safety update #8 9/1/98 nda 20-687 population 
council

114 partial release 113

7574 letter re: amendment #32 8/13/99 fda employee danco 
laboratories

2 partial release 1

7575 7577 specif ications and analytical methods for inactive ingredients nda 20-687 danco 
laboratories

150 partial release 147

7578 letter re: manufacturer 8/30/99 fda employee danco 
laboratories

1 partial release
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7579 letter re: volume 1.1 of nda 9/3/99 fda employee schmidt, 
frederick

1 partial release

7580 7581 letter re: amendment #34 w / attach 9/13/99 fda employee danco 
laboratories

1 1 partial release

7582 7583 letter re: foreign labeling 9/30/99 fda employee schmidt, 
frederick

2 partial release

7584 7587 letter re: subjects w ith surgery 10/5/99 fda employee arnold, 
sandra

4 partial release
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7588 7591 letter re: amendment #35 10/26/99 fda employee danco 
laboratories

4 partial release

7592 7593 letter re: amendment #36 11/16/99 fda employee danco 
laboratories

2 partial release

7595 letter re: proposed distribution process 10/28/99 fda employee danco 
laboratories

1 partial release

7596 letter re: proposed distribution process 10/28/99 fda employee danco 
laboratories

1 partial release
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7597 7598 fda form 10/28/99 nda 20-687 arnold, 
sandra

2 release

7599 7602 letter re: amendment #33 8/18/99 fda employee danco 
laboratories

4 2 partial release 2

7603 7604 proposed distribution system - comment and response 9/1/99 nda 20-687 population 
council

2 partial release

7605 phase 4 commitments - comment and response 8/1/99 nda 20-687 population 
council

1 partial release
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7606 promotional material - comment and response 8/1/99 nda 20-687 population 
council

1 partial release

7607 7608 6508-
6509

letter re: amendment #4 9/16/96 fda employee robbins, ann 4 partial release

7609 7610 7631 - 
7632

appendix 2: population council response to proposed studies 4/23/99 population 
council

4 release

7611 proposed distribution system - comment and response 8/1/99 nda 20-687 population 
council

1 partial release



01/28/2002 documents released in full or in part on w eb

Page 491

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

7612 cmc, drug substance - comment and response 8/1/99 nda 20-687 population 
council

1 partial release

7613 cmc, assay method - comment and response 8/1/99 nda 20-687 population 
council

1 partial release

7614 cmc, identif ication test - comment and response 8/1/99 nda 20-687 population 
council

1 partial release

7615 drug product - comment and response 8/1/99 nda 20-687 population 
council

1 partial release
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7616 biopharmaceutics - comment and response 8/1/99 nda 20-687 population 
council

1 partial release

7617 physician labeling - comment and response 8/1/99 nda 20-687 population 
council

1 partial release

7618 phase 4 commitments - comment and response 8/1/99 nda 20-687 population 
council

1 partial release

7619 safety information - comment and response 8/1/99 nda 20-687 population 
council

1 partial release
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7620 full study reports - comment and response 8/1/99 nda 20-687 population 
council

1 partial release

7621 drug substance, nmr spectrum - comment and response 8/1/99 nda 20-687 population 
council

1 partial release

7622 drug substance, assay method - comment and response 8/1/99 nda 20-687 population 
council

1 partial release

7623 drug substance, polymorphic form - comment and response 8/1/99 nda 20-687 population 
council

1 partial release
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7624 drug substance, batch data - comment and response 8/1/99 nda 20-687 population 
council

1 partial release

7625 drug substance, degradation product - comment and response 8/1/99 nda 20-687 population 
council

1 partial release

7626 drug substance, hardness specif ications - comment and response 8/1/99 nda 20-687 population 
council

1 partial release

7627 drug substance, method of preparation - comment and response 8/1/99 nda 20-687 population 
council

1 partial release
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7628 drug product - comment and response 8/1/99 nda 20-687 population 
council

1 partial release

7629 introductory promotional material - comment and response 8/1/99 nda 20-687 population 
council

1 partial release

7630 letter re: updated labeling 9/8/99 fda employee clark, shelley 1 partial release

7633 7636 letter re: safety information w / attach 11/29/99 fda employee arnold, 
sandra

1 3 partial release
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7637 7638 letter re: submission of form 483 12/6/99 fda employee danco 
laboratories

2 partial release

7639 letter re: corrective action 12/2/99 fda employee contractor 1 partial release

7640 7641 fda form 10/28/99 changfa, li fda employee 2 partial release

7642 letter re: response to form 483 11/22/99 fda employee contractor 1 partial release
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7643 letter re: preapproval inspection 11/10/99 fda employee contractor 1 partial release

7644 letter re: supplemental documentation 11/30/99 fda employee contractor 1 partial release

7645 7646 fda form contractor fda employee 2 partial release

7647 7648 letter re: amendment #38 12/7/99 fda employee danco 
laboratories

2 partial release
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7649 fda form 12/7/99 nda 20-687 arnold, 
sandra

1 release

7650 formatting and tableting batch record (revised) 11/11/99 nda 20-687 danco 
laboratories

23 partial release 22

7651 7654 1495-
1496

letters re: information request letter 12/14/99 12/23/99 fda employee danco 
laboratories

6 partial release

7658 7659 7662 - 
7663, 
9281-
9282

letter re: amendment #39 w / attach 1/21/00 fda employee danco 
laboratories

6 94 partial release 94
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7660 letter re: amendment #40 w / attach 1/28/00 fda employee danco 
laboratories

1 2 partial release 2

7661 letter re: distribution plan 1/28/00 fda employee danco 
laboratories

1 partial release

7664 7666 environmental assessment for drug product nda 20-687 population 
council

3 partial release

7667 7668 chemistry, drug product, expiry date - comment and response 3/1/00 nda 20-687 population 
council

41 partial release 39
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7669 7671 chemistry, drug product, extending expiry date - comment and response 3/1/00 nda 20-687 population 
council

5 partial release 2

7675 7678 letter re: inspection issues 3/3/00 fda employee danco 
laboratories

4 partial release

7679 7681 fax re: inspections in china 2/23/00 danco 
laboratories

contractor 3 partial release

7682 1484, 
4499

letter re: amendment #42 w / attach 2/24/00 fda employee arnold, 
sandra

3 2 partial release 2
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7683 letter re: amendment #41 2/16/00 fda employee arnold, 
sandra

1 partial release

7684 7685 fda form 2/16/00 nda 20-687 arnold, 
sandra

2 release

7686 letter re: amendment #43 w / attach 3/30/00 fda employee danco 
laboratories

1 2 partial release 2

7687 7779 periodic safety update report #9 w /attached articles:  Verneuil HD, Deybach JC, Phung P et al.  
1983.  Study of anaesthetics agents for their ability to elicit porphyrin biosynthesis in chick embryo 
liver.  Biochemical Pharmacology.  32: 1011-18.
Gouk EV, Lincoln K, Khari A et al.  1999.  Medical termination of pregnancy at 63 to 83 days 
gestation.  BJOG.  106: 535-9.
Jensen JT, Astley SJ, Morgan E et al.  1999.  Outcomes of suction curettage and mifepristone 
abortion in the United States.  Contraception.  59: 153-9.
Shaff  EA, Eisinger SH, Stadalius LS et al.  1999.  Low -dose of mifepristone 200 mg and vaginal 
misopristol for abortion.  Contraception.  59: 1-6.
Ashok PW, Templeton A.  1999.  Nonsurgical mid-trimester termination of pregnancy: a review  of 
500 consecutive cases.  BJOG.  106: 706-10.
Stenlund PM, Ekman G, Aedo AR et al.  1999.  Induction of labor w ith mifepristone: a randomized, 

12/28/99 nda 20-687 population 
council

120 partial release 27
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7780 7784 quarterly reports re: compassionate use nda 20-687 population 
council

33 partial release 28

7785 7786 letter re: amendment #44 4/20/00 fda employee danco 
laboratories

2 partial release

7787 7788 fda form 4/20/00 nda 20-687 arnold, 
sandra

2 release

7789 7790 letter re: amendment #47 5/17/00 fda employee danco 
laboratories

2 partial release
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7791 7792 fda form 5/17/00 nda 20-687 arnold, 
sandra

2 release

7793 letter re: amendment #46 5/11/00 fda employee danco 
laboratories

1 partial release

7794 fda form 5/11/00 nda 20-687 1 release

7795 7796 letter re: amendment #45 w / attach 5/3/00 fda employee danco 
laboratories

2 2 partial release 2
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7797 7798 1447, 
4472

letter re: request for meeting 6/23/00 arnold, sandra fda employee 4 partial release

7800 7802 2136-
2137, 
4593-
4594

minutes of telecon re: discussion of press coverage 6/7/00 7 partial release

7803 7806 meeting minutes re: proposed distribution system and labeling edits 5/31/00 4 partial release

7807 7810 2138-
2140, 
4595-
4597

minutes of telecon re: distribution system, labeling, phase 4 protocols 6/1/00 10 partial release
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7811 7813 2141-
2142

minutes of telecon re: proposed distribution system 5/19/00 5 partial release

7814 7815 meeting minutes re: status update and goal dates 4/24/00 2 partial release

7816 7819 meeting minutes re: action on 3/30/00 resubmission 5/16/00 4 partial release

7820 fda form 6/23/00 nda 20-687 arnold, 
sandra

1 release
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7821 7822 letter re: amendment #48 6/22/00 fda employee danco 
laboratories

2 partial release

7823 fda form 6/22/00 nda 20-687 arnold, 
sandra

1 release

7824 7832 letter re: amendment #54 7/27/00 fda employee arnold, 
sandra

9 partial release

7833 fda form 7/27/00 nda 20-687 arnold, 
sandra

1 release
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7834 7843a Guengant JP, Bangou J, Elul B et al.  1999.  Mifepristone-misopristol medical abortion: home 
administration of misopristol in Guadeloupe.  Contraception.  60: 167-72.
Schaff  EA, Fielding SL.  2000.  A comparison of the Abortion Rights Mobilization and Population 
Council trials.  JAMWA.  55: 137-40.

18 release

7844 7951 - 
7955

Schoot PVD, Baumgarten R.  1990.  Effects of treatment of male and female rats in infancy w ith 
mifepristone on reproductive function in adulthood.  J. Reprod. Fert.  90: 255-66.

6 release

7845 7846 letter re: amendment #53 7/25/00 fda employee danco 
laboratories

2 partial release

7847 fda form 7/25/00 nda 20-687 arnold, 
sandra

1 release
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7849 fda form 7/11/00 nda 20-687 arnold, 
sandra

1 release

7850 7914-
7915

letter re: amendment #65 9/22/00 fda employee arnold, 
sandra

3 partial release

7851 7859 7916 cover letter re: amendment #65 w / attach 9/22/00 fda employee arnold, 
sandra

2 8 partial release

7860 letter re: amendment #67 9/27/00 fda employee arnold, 
sandra

1 partial release
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7861 7880 package insert 20 release

7881 7882 order form 2 release

7883 fax cover sheet 9/22/00 fda employee buc, nancy 1 partial release

7884 letter re: corrected copy 9/21/00 fda employee buc, nancy 1 partial release
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7885 letter re: amendment #56 8/24/00 fda employee danco 
laboratories

1 partial release

7886 fda form 8/24/00 nda 20-687 1 release

7887 letter re: amendment #63 9/20/00 fda employee arnold, 
sandra

1 partial release

7888 7889 letter re: amendment #61 9/15/00 fda employee danco 
laboratories

2 partial release



01/28/2002 documents released in full or in part on w eb

Page 511

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

7890 fda form 9/15/00 population 
council

1 release

7891 letter re: amendment #60 9/15/00 fda employee arnold, 
sandra

1 partial release

7892 7948 prescriber's agreement 2 release

7893 fax cover sheet 9/20/00 fda employee buc, nancy 1 partial release
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7894 handw ritten note re: copy delivery 9/20/00 fda employee buc, nancy 1 partial release

7895 letter re: amendment #63 9/20/00 fda employee arnold, 
sandra

1 partial release

7896 letter re: amendment #62 9/19/00 fda employee arnold, 
sandra

1 partial release

7897 7903 phase 4 studies of mifepristone 7 release
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7904 letter re: response to form 483 inspectional observations 8/18/00 fda employee danco 
laboratories

1 partial release

7905 letter re: corrective action 8/10/00 fda employee contractor 1 partial release

7906 7908 letter re: amendment #52 7/13/00 fda employee danco 
laboratories

3 partial release

7909 fda form 7/13/00 nda 20-687 population 
council

1 release
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7910 letter re: amendment #59 9/8/00 fda employee danco 
laboratories

1 partial release 1

7911 fda form 9/8/00 nda 20-687 population 
council

1 release 1

7912 7913 letter re: analysis of clinical trials unrelated to age w / attach 9/12/00 fda employee danco 
laboratories

1 1 partial release

7917 letter re: amendment #66 9/26/00 fda employee arnold, 
sandra

1 partial release
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7918 fax cover sheet 9/26/00 fda employee buc, nancy 1 partial release

7919 handw ritten note: delivering copies 9/26/00 fda employee buc, nancy 1 partial release

7920 7921 9283 letter re: amendment #67 9/26/00 fda employee arnold, 
sandra

3 partial release

7923 letter re: follow -up to discussion 9/25/00 fda employees danco 
laboratories

1 partial release
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7924 letter re: amendment #64 9/21/00 fda employee arnold, 
sandra

1 partial release

7925 7926 letter re: amendment #55 w / attach 8/21/00 fda employee danco 
laboratories

2 1 partial release 1

7927 fax cover sheet 9/27/00 buc, nancy fda employee 1 partial release

7928 7938 fax re: stability testing of mifepristone 10/21/99 danco 
laboratories

schmidt, 
frederick

2 partial release
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7939 summary of points and responses nda 20-687 population 
council

1 release

7940 7944 draft distribution plan w / attach 1/21/00 nda 20-687 danco 
laboratories

29 23 partial release 47

7945 report re: melting point specif ication 11 partial release 10

7947 form - patient status/abortion status population 
council

1 release
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7949 7950 preclinical study - synopsis - 91/4183/tx 10/1/94 2 partial release

7956 letter re: meeting w / roussel-uclaf 1/22/93 sakiz, edouard kessler, david 1 release

7957 letter re: fda interest in ru-486 2/3/93 hilger, 
w olfgang

kessler, david 1 release

7958 note re: secretary communication w / hoechst 1 release
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7959 letter re: meeting w / dr. kessler 3/18/93 shalala, donna sakiz, 
edouard

1 partial release

7961 letter re: fda meeting w / roussel 4/15/93 kessler, david hilger, 
w olfgang

1 release

7964 7965 letter re: amendment #36 11/16/99 fda employee danco 
laboratories

2 partial release

7966 letter re: discussion follow -up 9/25/00 fda employee danco 
laboratories

1 partial release
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7967 8790 personal note re: search for documents 11/21/95 fda employees fda employee 2 partial release

7968 7971 8791-
8794

tracking form w / attach 11/20/95 kessler, david coburn, tom 2 6 partial release

7972 7973 letter re: amendment #32 8/13/99 fda employee danco 
laboratories

2 partial release

7975 7976 e-mail re: manufacturer registration/listing 9/26/00 fda employees fda employee 2 partial release
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7978 7999 e-mail re: benten v. kessler brief  w / attach 6/8/00 fda employee fda employee 1 21 partial release

8000 8007 e-mail re: court opinion in danco v. gideon richter 6/23/99 8 release

8008 8019 Clinical Management Guidelines for Obstetrician-Gynecologists.  1999.  Induction of Labor. ACOG 
Practice Bulletin. 10: 1-9.  ACOG Committee on Obstetric Practice.  1999.  Induction of labor w ith 
misopristol. Committee Opinion.  228: 1-2.

11/1/99 9 3 release

8020 8021 congressional letter 9/6/00 henney, jane coburn, tom 2 release
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8022 8892 dear health care practitioner letter w / attach 8/23/00 health care 
practitioner

cullen, 
michael

2 release

8023 letter re: identifying shanghai hualian 4/6/01 fda employee outside 
counsel

1 partial release

8024 letter re: identifying shanghai hualian 4/8/01 fda employee buc, nancy 1 partial release

8025 8030 1588 fax cover w / attach 12/5/96 fda employee fda employee 1 6 partial release
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8031 8032 memorandum for the record re: manufacturers 9/27/00 henney, jane 2 partial release

8033 8034 memorandum for the record re: individuals 9/27/00 henney, jane 2 partial release

8035 8036 letter regarding cmc section of ind 10/16/95 catley-carlson, 
margaret

godard, j.p. 2 partial release

8037 brief synopsis of clinical study ffr/91/486/14 7 partial release 6
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8038 8042 letter re:summary of nda cmc status 2/9/96 fda employee robbins, ann 5 partial release

8043 8049 Cato ACB, Henderson D, Ponta H.  1987.  The hormone response element of the mouse 
mammary tumour virus DNA, mediates the progestin and androgen induction of transcription in the 
proviral long terminal repeat region.  The EMBO Journal.  6: 363-8.

7 release

8050 8056 Secchi J, Lecaque D, Tournemine C.  1987.  Early glycogenesis in the uterine glandular cells of the 
rabbit induced by progestins: a quantitative investigation.  Cell Tissue Res.  248: 359-64.

7 release

8057 8063 Rauch M, Loosfelt H, Philibert D et al.  1985.  Mechanism of action of an antiprogesterone, RU486, 
in the rabbit endometrium.  Eur. J. Biochem.  148: 213-8.

7 release
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8064 8070 Secchi J, Lecaque D.  1984.  Effects of progestins and antiprogestins on mitochondria in uterine 
glandular cells in the rat: a quantitative investigation.  Cell Tissue Res.  238: 247-52.

7 release

8071 8091 Philibert D, Moguilew sky M, Mary I, et al.  1985.  Pharmacological prof ile of RU 486 in animals.  
The Antiprogestin Steriod RU 486 and Human Fertility Control.  49-68.

21 release

8092 8101 Chang CC, Segal SJ, Bardin WC.  1985.  In vivo assessment of anti-progesterone and anti-
glucocorticoid activities. The Antiprogestin Steriod RU 486 and Human Fertility Control.  71-8.

9 release

8102 8110 Secchi J, Lecaque D, Tournemine C et al.  1985.  Histopharmacology of RU 486. The 
Antiprogestin Steriod RU 486 and Human Fertility Control.  79-86.

9 release



01/28/2002 documents released in full or in part on w eb

Page 526

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

8111 8124 Germain G, Philibert D, Pottier J et al.  1985.  Effects of the antiprogesterone agent ru486 on the 
natural cycle and gestation in intact cynomolgus monkeys. The Antiprogestin Steriod RU 486 and 
Human Fertility Control.  155-67.

14 release

8125 8130 Shortle B, Dyrenfurth I, Ferin M.  1985.  Effects of an antiprogesterone agent, ru-486, on the 
menstrual cycle of the rhesus monkey.  Journal of Clinical Endocrinology and Metabolism.  60: 731-
5.

6 release

8131 8139 Collins R, Hodgen G.  1986.  Blockade of the spontaneous midcycle gonadotropin surge in 
monkeys by ru 486: a progesterone antagonist or agonist?  J Clin Endocrinol Metab.  63: 1270-6.

9 release

8140 8157 Asch R, Rojas R.  The effects of ru486 on the luteal phase of the rhesus monkey.  Department of 
Obstetrics and Gynecology, the University of Texas Health Science Center at San Antonio.  1-17.

18 release
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8158 8165 Gravanis A, Schaison G, George M et al.  1985.  Endometrial and pituitary responses to the 
steroidal antiprogestin RU 486 in post menopausal w omen.  J Clin Endocrinol Metab.  60: 156-63.

8 release

8166 8174 Coezy E, Bouhnik J, Clauser E, et al.  1984.  Effects of glucocorticoids and antiglucocorticoid on 
angiotensinogen production by hepatoma cells in culture.  In Vitro.  20: 528-34.

9 release

8175 8187 Chobert MN, Barouki R, Finidori J et al.   Antiglucocorticoid properties of ru486 in a dif ferentiated 
hepatoma cell line.  Biochemical Pharmacology.  1-9.

13 release

8188 8203 Wark J, Gurtler V.  Steroid inhibition of calcitriol-induced prolactin production in gh4c1 cells: 
specif icity and sensitivity.  University of Melbourne, Department of Medicine, The Royal Melbourne 
Hospital. 1-15.

16 release
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8204 8209 Max SR, Thomas JW, Banner C et al.  1987.  Glucocorticoid receptor-mediated induction of 
lutamine synthetase in skeletal muscle cells in vitro.  Endocrinology.  120: 1179-83.

5 release

8210 8216 Jung-Testas I, Baulieu EE.  1984.  Anti-steroid action in cultured l-929 mouse fibroblasts.  J. 
serroid Biochem.  20: 301-6.

7 release

8217 8222 Jeremy JY, Dandona P.  1986.  Inhibition by hydrocortisone of prostacyclin synthesis by rat aorta 
and its reversal w ith ru486.  Endocrinology.  119: 681-5.

6 release

8223 8233 Grunfeld JP, Elroy D, Moura AM, et al.  Effect of an antiglucocorticoid steroid on arterial 
hypertension induced by glucocorticoids in rats.  Centre de Recherches Roussel Uclaf.

11 release
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8234 8238 Healy D, Chrousos GP, Schulte HM et al.  1985.  Increased adrenocorticotropin, cortisol, and 
arginine vasopressin secretion in primates after the anticlucocorticoid steroid RU 486: dose 
response relationships.  J Clin Endocrinol Metab.  60: 1-4.

5 release

8239 8248 Jost A.  1986.  Animal Reproduction.  C.R. Acad. Sc. Paris.  303: 1-6. 10 release

8249 8305 appendix 1:  foreign product license and labeling 104 partial release 47

8306 assay method for clinical study 87/466/cn 1 release
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8307 8308 appendix iii: tlc assay method for clinical study am 53 3 partial release 1

8309 8313 appendix ii: assay technique for clinical study 87/466/cn 5 partial release

8314 8318 appendix ii: assay technique for clinical study 87/517/cn 5 partial release

8319 8320 assay methods for clinical study ch/87/486/01 2 release
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8321 8327 appendix I: assay technique for study ch/87/486/01 7 partial release

8328 8365 appendix c: study protocol ffr/91/486/14 and amendment and general information nda 20-687 population 
council

45 partial release 7

8366 8373 study f/85/486/34 174 partial release 166

8374 8387 study f/84/486/09 122 partial release 106
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8388 8399 study 86/257/cn 325 partial release 313

8400 8401 study 86/318/cn 59 partial release 57

8402 8406 study 87/592/cn - protocol 296 partial release 260

8407 8438 study 87/593/cn - protocol 32 partial release
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8439 8454 study 87/601/cn 146 partial release 130

8455 8462 study 87/593/cn 193 partial release 185

8463 8489 study 85/486/04 and za/84/486/04 272 partial release 245

8490 8494 study 87/466/cn 132 partial release 127
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8495 8523 study 87/517/cn 237 partial release 208

8524 8526 study 87/578/tx 18 partial release 15

8527 8529 study 86/200/tx 43 w ithhold 40

8530 8533 study 82515 41 partial release 37
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8534 8536 study 86/201/tx 32 partial release 29

8537 8540 study 82516 40 partial release 36

8541 8543 study 86/199/tx 39 partial release 36

8544 8546 study 87/580/tx 19 partial release 16
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8547 8550 study 87/579/tx 28 partial release 24

8551 8559 study 86/082/tx 172 partial release 163

8560 8563 5041 fax re: analytical certif icate 3/2/89 nda 20-687 5 partial release

8564 8585 blank pages 22 release
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8586 8617 memorandum re: study 87/633/tx proposal w / attach 7/26/88 roussel uclaf roussel uclaf 2 30 partial release

8618 8619 study 83123 20 partial release 18

8620 study 81223-81224 224 partial release 223

8621 8648 study za/84/486/05 272 partial release 245
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8649 8653 study f/83/486/08 134 partial release 129

8654 8655 e-mails re: requests for ru-486 studies 2/24/95 fda employee fda employee 2 partial release

8656 8667 Hermann W, Whyss R, Riondel A et al.  1982.  The effects of an antiprogesterone steroid in 
w omen: interruption of the menstrual cycle and of early pregnancy.  C.R. Acad. Sci. Paris.  294: 1-
9.

5/7/82 12 partial release

8668 8669 meeting minutes 12/6/93 2 partial release



01/28/2002 documents released in full or in part on w eb

Page 539

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

8670 8671 8674, 
8675, 
8805

email re: notice of meeting w / attached article:  Lader L.  March 17, 1994.  RU-486, made in 
America.  The New  York Times.

3/22/94 fda employees fda employee 3 2 partial release

8672 8673 8803, 
8804

letter re: planned preclinical studies 3/21/94 fda employee graziano, 
joseph

4 partial release

8676 8694 meeting materials 7/1/94 19 partial release

8695 8696 pharmacology review  27 5/18/93 ind 2 partial release
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8697 email re: pre-nda meeting 6/17/94 fda employees fda employee 1 partial release

8698 8699 lists of preclinical studies 7/30/82 2 partial release

8700 notes of preclinical studies for telecon 6/13/90 1 partial release

8701 8703 pharmacology and toxicology review 11/16/84 ind fda employee 3 partial release
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8704 8707 instructions for single patient ind requests 10/3/00 4 partial release

8708 8722 8724 email re: ru-486 package w / attached article:  Sartor O, Figg W.  1996.  Mifepristone: antineoplastic 
studies.  Clinical Obstetrics and Gynecology.  39: 498-505.

9/18/00 fda employee fda employee 1 15 partial release

8723 phone message re: concerns fda employee fda employee 1 partial release

8725 8728 8776-
8784

pre-nda meeting materials 10/24/95 13 partial release
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8729 9305 letter re: submission #103 9/8/94 fda employee bardin, c. 
w ayne

2 partial release

8730 8731 meeting minutes 10/24/95 2 partial release

8732 8741 pharmacology and toxicology data 10/27/83 ind fda employee 10 partial release

8742 8743 fda form 8/6/99 population 
council

2 release
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8744 8756 Monte FD.  1995.  Current management of meningiomas.  Oncology.  9: 83-101. w / attach 13 18 release

8757 Koide SS.  1998.  Mifepristone: auxiliary therapeutic use in cancer and related disorders.  Journal 
of Reproductive Medicine.  43: 551-60.

1 release

8758 Jang JR, Benet LZ.  1997.  Antiprogestin pharmacodynamics, pharmacokinetics, and metabolism: 
implications for their long-term use.  Journal of Pharmacokinetics & Biopharmaceutics.  25: 647-72.

1 release

8759 Mahajan DK, London SN.  1997.  Mifepristone (ru486): a review .  Fertility & Sterility.  68: 967-76. 1 release
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8760 8770 Olson JJ, Beck DW, Schlechte JA, et al.  1987.  Effect of the antiprogesterone ru-38486 on 
meningioma implanted into nude mice.  J Neurosurg.  66: 584-7.

11 release

8771 8773 Lamberts SW, Tanghe HL, Avezaat CJ et al.  1992.  Mifepristone (ru486) treatment of 
meningiomas.  Journal of Neurology, Neurosurgery, and Psychiatry.  55: 486-90.

3 release

8774 regulation 1 release

8775 email re: approvable letter 6/2/99 fda employee fda employee 1 partial release



01/28/2002 documents released in full or in part on w eb

Page 545

BegBates EndBates MiscBates Subject Date To From Pages AttachPagesDocumentDispositionPagesWithheld

8785 email re: congressional letter 11/29/95 fda employee fda employee 1 partial release

8788 8789 fax cover page w / attach 9/28/00 hhs employee fda employee 1 1 partial release

8795 8802 pharmacology and toxicology review  w / attach 5/17/85 ind fda employee 6 2 partial release

8809 e-mail re: list of 580 attendees 8/4/99 fda employees fda employee 1 partial release
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8810 e-mail re: more on mifepristone/misopsostol 7/23/99 fda employees fda employee 1 partial release

8811 letter re: misoprostol nda w / attach 8/15/97 bogomolny, 
robert

fda employee 1 3 partial release 3

8812 e-mail re: ru decision 9/28/00 fda stika, 
catherine

1 partial release

8813 misoprostol foi request 9/15/00 fda employee 1 partial release
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8814 mifepristone nda status 8/19/99 2 partial release 1

8815 e-mail re: meeting w / searle 7/30/96 fda employee fda employee 1 partial release

8816 e-mail re: meeting w / searle 7/30/96 fda employees fda employee 1 partial release

8817 e-mail re: draft agenda w / attach 10/8/99 fda employee 1 1 partial release 1
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8818 e-mail re: draft agenda 10/8/99 fda employee 1 partial release

8819 e-mail re: draft agenda for ru-486 meeting 10/8/99 fda employee 1 partial release

8820 8821 e-mail re: cytotec labeling supplements w / attach 3/18/99 fda employee fda employee 1 1 partial release

8822 8823 8825 e-mails re: cytotec labeling supplements w/  attach 3/16/99 fda employee fda employee 2 1 partial release
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8824 8826 e-mail re: cytotec labeling supplements w / attach 3/17/99 fda employee fda employee 1 1 partial release

8827 e-mail re: meeting minutes 10/1/96 fda employees fda employee 1 partial release

8828 8843 memorandum re: adverse reaction report for misoprostol w / attach 6/16/98 fda employees fda employee 5 11 partial release

8844 8846 letter re: cytotec and mifepristone 9/9/96 fda employees bogomalny, 
robert

4 partial release
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8847 8848 letter re: cytotec supplement 9/28/00 pritza, mary jo fda employee 2 release

8849 8850 note re: misoprostol adverse events w / attach 9/29/00 fda employee fda employee 1 1 partial release

8851 8853 medw atch form w / attach 1/18/95 2 1 partial release

8854 fax cover page re: fda letter w / attach 9/28/00 pritza, mary jo fda employee 1 1 partial release 1
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8855 8856 letter re: supplement for cytotec 5/23/00 east, peter fda employee 2 release

8858 travel voucher 7/19/96 1 partial release

8859 travel voucher 1 partial release

8860 8863 invoice 9/26/96 advisory 
committee

contractor 4 partial release
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8864 8865 fax re:order for graphics 7/2/96 2 partial release

8866 purchase requistion 6/21/96 fda fda 1 partial release

8867 contract 7/18/96 contractor fda 1 partial release

8868 memorandum re:guest security 7/2/96 contractor contractor 1 partial release
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8870 8871 e-mail re: labeling w / attach 9/22/00 fda employee fda employee 1 1 partial release

8872 8873 letter re:  cytotec and mifepristone 8/18/97 bogomolny, 
robert

fda employee 2 partial release

8874 8883 labeling 6/19/97 10 release

8884 8890 Sullivan J.  June 13, 1997.  Another delay in store for French abortion pill on U.S. market.  The 
New  York Times.  Late Edition: A16.
Silver S.  June 12, 1997.  Abortion pill move to U.S. in jeopardy.  The Associated Press.  Business 
new s.
Murphy C.  June 12, 1997.  Abortion pill’s U.S. sponsor suing Hungarian drug f irm.  The 
Washington Post.  A03.

6/13/97 7 release
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8891 e-mail re: letter fda employee fda employee 2 partial release 1

8982 9025 clinical study ffr/91/486/14 - continued - study protocol and amendments and general information 145 partial release 101

9026 9278 international product labeling w / english translations 3/31/00 nda 20-687 population 
council

253 partial release

9279 notes re:government case 1 partial release
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9280 memorandum on legislation re:ru-486 1 partial release

9284 9290 approvable letter 2/18/00 arnold, sandra fda employee 7 partial release


