INACTIVE - ALL ITEMS SUPERSEDED OR OBSOLETE

Schedule Number: N1-088-99-002

All items in this schedule are inactive. Items are either obsolete or have been
superseded by newer NARA approved records schedules.

Description:
One-time disposition

Items transferred to NARA per NARS-5; NARA Catalog identifiers: 22345450; 22345451,
22345452; 22345449; and 22345447

Date Reported: 8/9/2021
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REQUEST FOR RECORDS: DISPOSITION AUTHORITY | 0% NUMBER

N1-88-99-2 -

To: NATIONAL ARCHIVES and RECORDS ADMINISTRATION DATE RECEIVED

(NWML) o
WASHINGTON, DC 20408 i a\2" \‘@%

1. FROM (Agency or establishment) ’ ' NOTIFICATION TQ AGENCY
Department of Health and Human Services

2, MAJOR SUBDIVISION 1 In accordance with the provisions of 44 U.S.C.

. 3305a, the disposition request, including

Food and Drug Administration amendments, is approved except for items that may

be  marked “disposition not approved” or
“withdrawn™ in column 10.

4. NAME OF PERSON WITH WHOM TO CONFER 5. TELEPHONE DATE VIST, OF THE/UN] STATES
Seung Ja Sinatra 301-827-4274 17/420 5’0 W L

8. AGENCY CERTIFICATION
T hearby certify that | am autharized to act for this acency in mafters pertaining to the dxsposxt n of its records and that the recards
praposed for dispesal on the attached __-_ page(s) are not now needed for the business of this agency or will not be needed after the

retention periods specified; and thal wrien concurrence from the General Accounting Office, under the provisions of Title 8 of the
GAOQO manual for Guidance of Federul Agencies,

3, MINOR SUBDIVISION

is not required; ':] is aktached; or D has been requested.
DATE / SIGNATURE OF AGENCY R ESENTATIVE TITLE
1251 /7 7 | % ,2;, @M;" 7le oo
7. l,t;m 8, DESCRIPTIéDM ITEM AND PROPOSED DlSFOSlT!ON v SkﬂCiRS OR SUPERSEDED 18. ACTION YAKEN
No. JOB CITATION (NARA USE OnLT)

Record Group 88 WNRC Project: Records of the Food
and Drug Administration

This schedule provides one-time disposition authority
for unscheduled Food and Drug Administration records
that are stored at WNRC.

SEE ATTACHED SCHEDULE

115-109 PREVIOUS EDITION NOT USABLE STANDARD FORM SF 115 (REV. 3-81)

Prescribed by NARA 35 CFR 1228
Ne N mo
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RECORD GROUP 83: RECORDS OF THE FOOD AND DRUG ADMINISTRATION
(FDA) WNRC PROJECT

[tems 1-9 provide one-time disposition authority for the specific accessions listed.
1. Division of General Services. Records Seetion. Krebiovzen Files, 1949-66. 103 cu. ft.

These recards consist of patient case files, physicians’ notes, transcripts, testimonies,
correspondence, memorandums, U.S. Federal District Court exhibits, legal files, and other
documents used in a 1965 Chicago court case concerning the drug Krebiozen. Northern District
Court of lllinois case number 64CR&68, Stevan Durovie vs. Robert N. Palmer, R.D. Sherman,
R.W. Case, el. al., involved Durovic’s petition to market Krebiozen in the United States as a
canccr therapy drug. Included are phatographic exhibits [rom the court ease, microfilm, glass
vials which may contain dsrug residue, medical résumes of peaple involved with the Krebiozen
study, transcripts of Krebiozen hearings conducted in Illinois in 1953 and in California in 1958,
inspectors’ notebooks, computer printouts with names of physicians and patients, coding sheets
of patient histories, punch cards, dnig shipment lists, ncws clippings, magazinc articlcs, charts,
subpoena lists, court testimonies, and interviews with Dr, Andrew Ivy, who sponsored the
development of Krebiozen by Stevan and Marko Durovic, two Yugoslavian immigrants. The
records relate to such subjects as inspections of lahs and suppliers, bogus treatment claims, the
use of horses to develop the Krebiozen serum, and background materials to establish the FDA's
right to investigate bogus claims and shut down companies if necessary.

Disposition: PERMANENT, Transfer to NARA in FY2001.

Justification: These files complemnent the small amount of Krebiozen records in RG 21, Records
of District Courts of the United States, in the Chicago Regional Archives, The staff at NRDC
have reported that there is an ongoing interest in the Krebiozcn issue, While the National Cancer
Institute has concluded that there is no evidence of Krebivzen-induced therapeutic effects in
cancer patients, Krebiozen is still used as a controversial alternative cancer therapy. These
records significantly document one of the FDA's primary fimctions, which is the evaluation of
the safety and efficacy of medicines. The files consist of materials generated and collected by
FDA inspectors to establish that Krebiozen was being sold with unsupportable claims of
effectiveness as a cancer tcatment. These records are alse important because (hey provide
camplete documienlation of the investigalory process. Earlier matcrials (State legislative
‘hearings) from prior inquiries into the controversial use of this drug have been collected.
Original notebooks from the regional FDA inspectors are present, along with original Federal
District Court exhibits.

WNRC Acc. No.: 88-70A-6263 (Bo:ies 1-97); 88-70-6264 (Bc:{es and bundles numbered 1-5,
total of 6 cu. ft.)

2. Division of General Services. Records Section. Thalidornide Files, 1958-83. 8 cu. ft.
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Thalidomide was initially prescribed in Europe in the late 1950s to ease insomnia and moming
sickness among pregnant women. When taken during the first trimester of pregnancy, the drug
caused fetal death or such birth defects as deafness, blindness, disfigurement, cleft palate, many
major internal disabilities, and phocomelia (the shortening of or the absence of limbs).
Thalidomide was never marketed in the Uniled States, but William S. Merrell Company of
Cincinnali distributed samples under the brand name “"Kevadon” to doctors, wha gave the
medication to their patients. These records relate to the findings of Dr. Frances Kelsey’s
thalidomide study and subsequent teratology reports. Included are correspondence,
memorandums, invoices and questicnnaires to physicians conceming paticnt reactions to
thalidomide and velume distributed, investigations, inventories of shipments to physicians, some
paticut case files, and a Saturday Evening Post story (October 1962) concerning the ettects of
thalidomide on unbom babies. Other files contain investigative summaries relating to Federal
destruction of thalidomide supplies, correspendence conceming drug testing, capies of drug
labels, correspondence regarding thalidomide investigations in Canada and Europe, and
information on pharmaceutical companies that did not distribute thalidomide.

Disposition: PERMANENT. Transfer to NARA in FY2001.

Justification: These files document the FDA’s efforts to track down supplies of a drug that
belatedly revealed itself as the cause of severa birth defeets. Although thalidomide was
withdrawn from world markets in the early 1960s as a medication for insomnia and moming
sickness, il is cwrently being tested, and in some cases, used, to treat conditions associated with
leprosy, HIV, AITNS, and certain lypes of cancer.

WNRC Acc. No.: 88-70-6263 (Boxes 98-105)
3. Division of General Services, Records Section. Subjcct Files, 1962-71. 83 cu. f.

These files may be connected to records accessioned under the P25 project, NN3-088-94-001
(D82 General Subject Files), which consist of correspondence and reports arranged according to
a decimal filing schemc. The records in this accession are arranged by subject, Included are
patient case files, physicians’ records, investigation materials, transcripts of hearings, court
decisions, correspondence, telegrams, FDA. and other agency publications, reports, and studies.
Subjects cavered include such drugs as thalidormide and Dimethyl-sulfoxide (DMSO),
controversial and bogus therapies, FDA investigations of drug companies and laboratories
concerning their testing procedures, Congressional investigations of the national drug industry by
the Kefauver-Fountain Committee, interagency coordination studies, labeling and promotional
literature, distribution of drug samples to physicians, and drug efficacy studies.

Disposition: PERMANENT. Transfer to NARA in FY2001.

Justification: These records document the FDA’s efforts to investigate bogus medical ‘
treatments, to enforce standardized testing procedurcs, and to promote truthful advertising about
the safety and effectiveness of drugs. The files also complement Congressional hearings files on
drug pricing and advertising, and supplement the information in Congressional legislation files
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.currently held in the Center for Legislative Archives. FDA files on thalidomide (a drug initially
prescribed in Europe for insomnia and morning sickness but which caused severe birth defects),
for example, were supplied to the Kefauver-Founrain Committes, which ultimately led to the
1962 Kefauver-Harris Amendment to the Food, Drug, and Cosmetics Act.

WNRC Acc. No.: 88-71A-5373 (Boxes 1-83)
Survey Reports, 1968-70. 5 cu. ft.

These files rétate to the treatment of obesity and deaths cennected with the use of diet pills.
Included ave deceas®d-patient case files, correspondence, physicians” vitae, published articles,
transcripts of hospital records, news clippings, testimonies, and memorandums. The records
relate to abesity, investigations inteJqnjuries and deaths involving diet medication, coroners’
findings, and adverse reactions to diet miedigcation.

f’CRMANENT T\fm«s = t /vmzn ™ W:MI

Disposition: ~FEMRORAR mnediate ;g
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Justification; ﬁ'he records are a mxscellanenus collection of docume regarding casualties that
allegedly involved diet medications. The aeu 3-8 epOrES-on

particular drugs-or manufaeturers, ] >S‘?2. &"ﬂ'ﬁfc w ’U:. Cev\ > OV o) el

WNRC Acc. No.: 88-73A-0004 (Boxes 8-12) willdrawn Pei”
pemo 4o £l
Bureau of Biologics. Subject Files, 1954-73. 45 cu. fi. ' Soded 5/;8/05.

fHE

These recaords are arranged chronologically by year, thereunder according to an alpha-numeric
filing scheme. Iitluded are correspondence, memorandums, reports, meeting files, statistics, and
cross-reference sheets. The_files relate to such subjects as poliv, influenza, measles, rubella,
reactions to the whole blood @mendment, blood banks, regulation of biological products shipped
in interstate and foreign commerce, Traation and enforcement of standards, licensing to
manufacture biclogical products, and evaliration of new investigational biclogical drugs.

VR-U\-uAV\h MNE In :Em 200 0
Disposition: PERMANENT. neferto-NARA-R-E 300

Justification: The records document the creation and enforcement olstandards, policies,
research, and (esting methods that influence the production, transport, and Zpglication of blood
and other biological products in the U.S.

WNRC Acc. No.: 88-74-0008 (Boxes 1-29); 88-76-0033 (Boxes 1-16) e e
6. Regulatory Reform Policy Files, 1972-76. 4 cu. fi. : spllom & 74 (e

4 doted =2/z '&/oﬂ.
These records consist of the correspondence and policy files of Sam Fine, Associate //&
Commissicner for Compliance. Included are meeting materials, drafts for the Code of Federal
Regulations, reports, memorandums, proposed documents for publication, and critiques of recall

regulations. The files relate to such subjects as policy decisions, the compliance regulation task
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force, subcommittees, and criteria for prosecution.
Disposition: PERMANENT. Transfer to NARA in FY2001.

Justification: The records document the background of FDA policy and enforcement decisions
regarding compliance by manufacturers.

- WNRC Acc, No.: 88-82-0046 (Boxes 1-4)
Contracts and Reparts on Dogs and Monkeys, 1970-76. S cu. ft.

These filescgnsist of annual and semiannual reports concemning estrogen components used in
oral contraceptives, The reports were produced under a HEW contract by the International
Research and Develdpwyent Corporation, in Mattawan, Michigan, as long-term oral studies for
the Ortho Research Foundatiqn. Such drugs as mestranol (a synthetic estrogen), MK-665 (a
contraceptive steroid), Wy-4355and ORF-1658 were administered to female dogs and monkeys,
and the results were compiled on eachNndividual animal, For the most part, the reports are guite
technical and not intelligible to the non-scitntific reader. The records contain charts, statistics,
synopses, compounds, clinical studies (methods™sad results), procedures, drug administration,
lab tests, and results relating to behavior, weight, feminle organs, food consumption, and

pathological studies. @,q_:hm—v\ “ FD[A’ s ﬁd‘ Q ‘( NU/IL?W l>7 F,D B \ S
Disposition: TEMPORARY. Dastroxdimm BB HM'HV(j O—?*‘%/? .

Justification; The records consist of technical data that does not document the po teies or
functions of the FDA. The methodalogy and findings to which these highly technical 3ata relate

are undoubtedly well documented in scientific research publications. O Mdrawm—

var Mews L (e
WNRC Acc. No.: 88-77-0048 (Boxes 1-3) 2/z2%/00.
8. Commissioners’ "Special Files," 1954-81. § cu. fi. .

Thesc subject files may have been created by several comumissieners to parallel the main decimal
file series. Files with decimal classifications may have been withdrawn from the official file or
maintained only in the commissioners’ office due to sensitive contents. Includcd are original
memorandums, correspondence, pelicy drafts, reports, meeting materials, and minutes. OQther
files relate to projects, litigation concerning during drug approval, exhibits for environmental
impacl reports, Executive Secretariat reports, and memorandums between headquarters and field
offices. Routine administrative files dealing with such subjects as travel, procurement, and
personnel issues may be disposed of during initial processing.

Disposition: PERMANENT. Transfer to NARA in FY2001.

Justification: The records document standards, regulations, and significant program and policy
decisions made at the highest levels of the FDA.
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WNRC Acc, No.: 88-87-0013 (Boxes 1-2, 6-11)
9. Commissioner’s Chronological and Subject Files, 1977-86. 24 cu. fi.

These records relate to the activities of the Comnmissianer of Food and Drugs, who is responsible
for directing activities to protect the health of the Nation against impure and unsafe foods, drugs,
and cosmetics. Included are original correspondence, routing slips, reports, committee

nominations, briefings, memorandums, public calendars, meeting materials, and publications for

the Federal Register. The files are arranged chronologically by year. Comrespondence control
numbers may be linked to the central decimal file.

Disposition: PERMANENT. Traasfer ta NARA in FY2001.

Justification: These files document srgmﬁcmt policy decisions and program activities conducted
at the highast level of the FDA.

WNRC Acc. No.: 88-87-0013 (Boxes 3-5); 88-88C-0034 (B:oxes 44-47), 88-89C-0016 (Boxés
43-44); 88-90D-0043 (Boxes 35-40); 88-91B-0017 (Boxes 34-37); 88-92C-0016 (Boxes 27-31)






